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PREFACE

The evol venrent of the NRC Agreenent State Program covers a span of sone
35 years. It has been, and continues to be, unique in the arena of federal-

state prograns.

At the 1993 neeting of the O ganization of Agreenent States (QAS), a
suggesti on was nmade that the collective body of Agreenent States and the U S.
Nucl ear Regul atory Conmi ssion were |losing the historical perspective of this
uni qgue program and that sone effort m ght be nmade to assure the retention of
this perspective. Therefore, the Executive Commttee of the OAS appoi nted an
ad hoc conmttee to docunent the inportant aspects of the devel opnment of the
program The committee decided to adopt a topical approach rather than a
strict historical or chronol ogi cal approach. This was because there is no
formal docunentation readily available to the QAS that woul d support the
| atter approach, nor are the resources available to OAS to prepare a nore
conpl ete docunent. The committee recogni zes that there nay be gaps inits
report due to the lack of records and docunentation or due to our failing

nmenori es.

We hope that this docunment will benefit those Agreenment State program
directors and staff nmenbers and the NRC staff who will succeed the current
generation. It should provide an institutional record, albeit nodest, and
therefore be useful in considering future actions that nay affect Agreenent

State prograns.
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TCPI CAL DI SCUSSI ON CF THE NRC/ AGREEMENT STATE PROGRAM

"States are not mere political subdivisions of the United States. State governments are neither regional offices
nor administrative agencies of the Federal Government. The positions occupied by state officials appear
nowhere on the Federal Government's most detailed organizational chart. The Constitution instead ‘leaves to
the several Sates a residuary and inviolable sovereignty,” the Federalist No. 39, p. 245 (C. Rossiter ed. 1961),
reserved explicitly to the Sates by the Tenth Amendment." Cited in decision of the Supreme Court of the
United States, Nos. 91-543, 91-558, and 91-563, June 19, 1992.

I. Introduction

The NRC/ Agreenent State program has been in existence for nmore than 30
years. |Its genesis actually began several years before the first state
entered the programin 1962. The states were showi ng signs of restlessness as
early as 1954 over their role in the regulation of nuclear materials and
facilities. The resulting 1959 anendnent to the Atonmic Energy Act of 1954
established the statutory framework for what has becone known as the Agreenent
State program

The programwas initially devel oped and administered by the regulatory arm
of the U.S. Atonm c Energy Conmi ssion (AEC). These functions were transferred
to the U S. Nucl ear Regul atory Conmi ssion (NRC) on Jan. 19, 1975 when the AEC
was abolished and the NRC was created by the enactnent of the Energy Reorgani -
zation Act of 1974.' This change canme about after several years of concern
that there was an inherent conflict of interest in having the AEC be the
pronoter of uses of atom c energy and its nucl ear weapons devel opnent program
whil e al so being the regulator of sone of those activities. Interestingly,
the state of Arizona established an Atom c Energy Commission in its initial
stage following the AEC pattern. This agency was abolished in 1980 for
conflict of interest reasons after a serious incident (the American Atonics
incident, see p. 10). A fewother states initially had devel opnent agenci es
al so, which will be discussed in Section I11.

The program established by the 1959 anendnent to the Atomic Energy Act was
unique in that it involved a discontinuance of regulatory authority by the AEC
and assunption of that authority by the states. The federal government had
exercised this authority in an area where authority was traditionally exer-
cised by state and/or |ocal governnents. Further, the legislation did not
establish a del egated program as was the case for federal prograns in sone
other areas. Thus, the programwas a reversal of the traditional solution to
such issues. The traditional approach to emerging i ssues was that the federa
governnent only stepped in when an issue becane national in scope that m ght
justify sonme federal action. As Roy Parker, fornmer programdirector in
Loui si ana, frequently rem nded us, the federal government was only invol ved

! The terns AEC and NRC are used interchangeably in this docunent,
particularly where the dates of certain events are not known.
-1-



because of the devel opnment of atomic energy during World War |11. Absent that
traumati c event, there m ght well have never been an Agreenent State program

This report will focus on a nunber of significant areas in the devel opnent
and inpl enmentation of the NRC/ Agreenment State program These areas include
legislative initiatives as well as programmati c functions, organizationa
aspects and technical issues. The report is thus organized in a topica
fashion as opposed to an historical approach. The report shoul d provide sone
perspective to future state and federal officials on key devel opments in the
pr ogr am

Il. Section 274 of the Atom c Energy Act

Section 274 was added to the Atomi c Energy Act of 1954 (AEA) on Sept. 23,
1959. This was the culmnation of nuch effort by the U S. Congress and many
state and federal officials and organi zations. The nost conprehensive
background on circunstances | eading up to this anendnent are found in refer-
ences 1 and 2. Section 271 of the AEA of 1946 and of 1954 had sone references
to state functions, but it was not clear that this extended to the areas of
heal t h and safety.

The AEC s Director of Regulation (or equivalent) fornmed an Advi sory
Committee of State Oficials in late 1955 that first nmet in February 1956.
The conmittee served to advise the AEC during the consideration of the
federal/state relations issue and for a period of tinme after enactnent of
section 274. W are unaware of when the advisory committee was di sbhanded, but
believe it was in the md-to-late 1960s. The New Engl and Governor's Confer-
ence Conmittee on Atom c Energy recommended a nodel state bill in 1955. The
state of New Hanpshire, in August 1955, passed an act that established a state

policy, authorized studies related to atom c industrial devel opnent, provided
for coordination of studies and devel opnent activities, and provided the
nodest sum of $1,000 for certain related expenses. A suggested state radia-
tion protection act and suggested regul ati ons were published as early as
Decenber 9, 1955.2

O her states followed with | egislation, sone of which related to devel op-
nment and others to regulatory programs. Many of these followed the style and
content of nodel |egislation published by the Council of State Governnents
(COsG in 1957. The COSG al so published nodel |egislation in 1961 addressing
t he subjects of coordination of atom c energy activities, enabling authority
to enter into regulatory agreenents with the AEC, and providing three options
for administrative organi zati ons covering devel opnent, coordi nation and

regul atory functions. It included a provision to "pernmit maxi mumutilization
of sources of ionizing radiation consistent with the health and safety of the
public." Several states used this nodel legislation in devel oping their

| egislation. A few states, notably M ssissippi and M chigan, through the
opi nion of their Attorneys General, determned that special enabling |egisla-

2 See Appendices A and B, National Bureau of Standards Handbook 61, that
i ncorporates recomendati ons of the National Conmittee on Radi ation Protec-
tion. The Preface to this handbook is of particular interest, indicating NCRP
studies on this issue began in early 1953.
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tion was not needed for their states. Another notable provision of the nodel

| egislation was that it was not linmted to agreenent materials. Rather, it
covered all sources of ionizing radiation, and thereby established a basis for
a conprehensive radiation control programfor any state that foll owed the
nodel | egislation

In 1983 the COSG published a new version of the Suggested State Legisl a-

tion at the recommendati on of the NRC. It included new specific provisions
related to the regulation of |owlevel radioactive waste and of
urani um t hori um processing facilities. It also deleted sone of the

devel opnent al aspects of the previous nodel |egislation

By m d-1958, 13 states had authorized the establishnent of an Ofice of
Coordi nator for Atomic Energy Activities or a simlar position (Reference 1
page 154, footnote 1). There appeared to be a conscious effort by the states
to avoid inposing any requirenents that mght hanper the devel opnment of atomic
ener gy.

The Joint Committee on Atomic Energy of the U S. Congress (JCAE) collected
a large volunme of materials related to federal -state cooperation in the field
of atomic energy (reference 1). On Feb. 11, 1959, the JCAE wote a letter to
t he governors of each state announcing a hearing to be held in May 1959 to
consider legislative proposals in this area. The letter invited the states to
participate in the hearings. Prior to this the AEC had proposed a bill in
1957 that woul d have permitted dual regul ation of what has becone known as
agreenment materials (source, byproduct and small quantities of special nuclear
material).

The | ead-of f witness at the May 19, 1959 hearing was Professor G Hoyt
Whi ppl e of the University of M chigan School of Public Health. One particu-

larly interesting statenent Dr. Wi pple nmade was, "I believe that today the
sumtotal of the greatest exposure to people in the United States conmes from
the nmedi cal uses of x-ray." (Reference 2, p. 10). Seens like deja vu in the

1990s. Nunerous w tnesses appeared at the hearings, including several from
the AEC, state officials and their organizational representatives, organized

| abor and representatives of industry or other users of radioactive nateri al
The testinony was far-rangi ng, covering subjects such as AEC operations, waste
di sposal, training, inspections, reactor hazards and of course, states

rights. Comnmi ssioner Grahamof the AEC testified that "it would be desirable
to enact legislation to clarify the role of the States at an early date."
(Reference 2, p. 289). Oganized | abor generally opposed the bill being

consi dered by the conmittee which would give the states a regulatory role over
agreenment materials. Labor felt it was a federal responsibility to contro
radi ati on hazards. M. Leo Goodman, of the United Auto Workers (UAW,
reconmended it be rejected in toto since it would dilute the AEC s responsi -
bility. However, CGoodman stated that the UAW supported the devel opnent of
this science. Oganized |abor also seened to feel the states were not capable
of regulating these materials. The hearings continued on May 20, 21, and 22,
1959.

A final day of hearings was held on Aug. 26, 1959, with several witnesses
fromthe AEC | ed by Chai rman McCone. The JCAE received specific comrents on
both Senate and House bills regarding a new section 274 on Cooperation with
States. The AEC generally supported the bills but had reservations regarding
the establishnent of a Federal Radiation Council, which was al so opposed by
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the Bureau of the Budget. A letter subnmitted later on the sane day of the
hearing by the AEC s General Manager stated the AEC "did not intend to | eave
any roomfor the exercise of concurrent jurisdiction by the States..."
(Reference 2, p. 500). The JCAE reported out both bills on Aug. 31, 1959, and
the legislation was signed into |l aw on Sept. 23, 1959. Although the act
provided for training and other assistance to states w thout charge, the JCAE
nmade it clear that cash grants were not to be provided

The 1959 anendnent stood unchanged for nearly 20 years when the U ani um
M1l Tailings Radiation Control Act of 1978 was passed. This act inposed
certain additional requirenents on states that w shed to continue regul ating
uraniumor thoriummlls and tailings (paragraph o of section 274). This cane
about because of questionable authority of AEC over tailings at closed nmlls
and probl ens associated with the environnmental inpact of these tailings.
Further, section 274j was anended at this time to require the NRC to peri odi-
cally review agreenents and actions taken by the states under the agreenents
to ensure conpliance with the provisions of section 274 of the Act.

Section 274 al so was anended in 1980 by the nodification of paragraph j
regardi ng tenporary suspensions of agreenents in enmergency situations. This
was a result of the 1979 Anerican Atom cs incident in Arizona noted in Section
I. As aresult, Congressnan Udall of Arizona held hearings on the Agreenent
State Programon July 19, 1979. The tenporary suspension anendnent is
comonly referred to as the DeConcini anmendnent. DeConcini is a senator from
Ari zona who sponsored the legislation. The only other anendnent to section
274 was made in 1983 when the | ast paragraph of section 2740 was added.

Section 274 provides for discontinuance of regulatory authority by the NRC
for source material, byproduct material (two kinds) and snmall quantities of
special nuclear material. Naturally occurring and accel erator produced
materials (NARM are not subject to the Atomic Energy Act. This is presumably
because of a reluctance by Congress to provide the AEC with any authority over
radi oactive materials beyond those associated with the atom c energy program
such as certain naturally occurring radi oactive material, and a reluctance to
i ntrude on what was presunably al ready subject to state jurisdiction through
general public health responsibilities. The preenption provisions of the act
only applied to the materials specified and, of course, over major nuclear
facilities such as reactors. |In addition, at the tine of the 1959 anendment,
the states m ght have been opposed to AEC regul ation of NARM This will be
di scussed further in Section VIII

One ot her unique feature of section 274 is that the program provided in
paragraph (b) is a discontinuance of authority by the NRC and the assunption
or exercise of authority by the state on the effective date of an agreenent.
This can be contrasted with many federal -state prograns that provide for
del egated authority and, in many cases, include federal nonies for the state.
Many today seemto |ose sight of this feature, and in the view of some it
appears that the NRC currently searches for sone way to inpose uniformty on
the Agreenent States even in the absence of a good health and safety reason
Most Agreenent States feel that adequacy of their prograns is the only test
requi red by section 274j after agreenents are in place. Further, they fee
that in the absence of operating funds provided by the NRC, they shoul d have
the freedomto nmanage their prograns with considerable flexibility.

-4-



I11. Unigue Features of Agreenent State Prograns

A Criteria, Conditions Fostering Agreenments, and Agreement Formns

To inplenment the new | aw, one of the AEC s first chores was to devel op
criteria to evaluate the applications of states desiring to achi eve agreenent
status. After consulting with a nunber of groups of state officials, includ-
ing the AEC s Advisory Conmittee of State Officials, other state organizations
and individual states, industry, |abor and several other federal agencies, the
draft criteria were published for public comment in early 1960. |In Apri
1960, President Ei senhower solicited comments fromthe governors on the draft
criteria. In early 1961 the AEC staff provided revised criteria to the
Conmi ssion, and final criteria were published in the Federal Register on
March 24, 1961. The criteria covered areas such as radiation protection
standards, prior evaluation of uses, inspections, enforcenent, personne
qualifications, conditions applicable to special nuclear material (particular-
ly the formula for small quantities that Agreenent States could regul ate),
adm ni stration, arrangenents for discontinuing AEC jurisdiction and reciproci-
ty. The criteria were nodified on Jan. 23, 1981 to include requirements for
urani um t hori um processi ng Agreenent States, and on July 21, 1983 with
additional provisions related to disposal of radioactive waste. The fina
criteria in 1961 deleted the proposed requirenent that state standards be "no
nore and no | ess" than AEC standards (Reference 5, p. 297) that were included
in the draft criteria. Further, the criteria were intended to be used as
guidelines for the factors that the AEC would consider in evaluating a state's
proposal (46 FR 7540, Jan. 23, 1981).

Soon after enactnent of section 274, several states began active prepara-
tions to assune this new regulatory authority. Agreenents could not be
consummat ed i medi at el y, however, since each state would have to achi eve
several actions. They needed to enact enabling legislation, draft and
pronul gate rules, hire and train staff, obtain the necessary funds to support
staff and buy equi pment, and negotiate the details of the agreement package
with the AEC. The AEC initially had a State Relations Branch in its Regul at o-
ry Division of Radiation Standards that handl ed the negotiations with assis-
tance fromother AEC offices, including the General Counsel

A beneficial side effect of states preparing for agreenent status was that
it usually enhanced their programfor regulation of non-agreenment material and
x-ray machines. Sone had little or no regulatory programfor those sources.
By obtai ning gubernatorial and |egislative support for the agreement program
the states frequently obtained the support necessary for a nore conprehensive
radi ation control program which was felt to be a significant advantage to
becom ng an Agreenent State. |n sone cases, additional support was given by
the U S. Public Health Service (PHS) by the placenent of assignees in the
states. Sonetinmes they worked in x-ray and sometimes in radioactive nateri -
als. In any event, it was a useful supplenent to the state and in turn
provided field experience for the PHS staff. The activities of the Southern
Interstate Nucl ear Board (SINB) and Western Interstate Nucl ear Board (W NB)
al so hel ped generate interest in the program anong hi gh-1evel state officials
(governors and | egislators), which mght not have been possibl e otherw se.
Many of the early Agreenent States were fromthe South and Wst where states
rights attitudes were strong. Thus, this program appeal ed to those states.
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As indicated earlier, the AEC could not provide operating cash grants to
states but did provide valuable training and technical assistance. Likew se,
the PHS provided sonme nore linmted training. Further, the U S. Departnent of
Health and Wl fare (or equivalent) originally provided category grants to
state programs. In 1969, it shifted to a block grant approach, and state
radi ation control prograns nmay have indirectly received noney through this
mechanism In the 1970s and 1980s, the AEC di d consider "seed noney" for

trying to obtain new Agreenent States, but was unsuccessful. Sone AEC staff
felt this effort would not have been successful in any event. (One provision
for giving grants will be discussed in Section VII1.D.) One nore exotic idea

advanced by sone AEC staff was the wal k-away proposal whereby AEC woul d sinply
quit regulating in the materials area and leave it up to the states by
default. This would, of course, have required | egislation. Al though dis-
cussed as an option fromtine to tine, it was considered unrealistic. 1In
1994, NRC agai n considered seed noney in a response to a request fromthe
State of Oklahonma. The result of this reconsideration was that NRC again
determined that it did not have explicit legal authority and that it was a
consi stent and | ong-standi ng Conmi ssion policy not to provide seed noney
grants to support preparations of an Agreenent State program Also in |ight
of the 100% fee support of the NRC by its licensees, there is an equity issue
with the NRC Iicensees supporting such a program

The agreenents entered into with each state foll owed a reasonably
standardi zed pattern. They all contai ned several "Wereas" statenents of
purpose and findings followed by several articles on the authority being
transferred, the authority reserved to the AEC, authority for the AECto
reserve additional functions in the future, reservations to the AEC of conmon
def ense and security and safeguards functions, a best efforts article to
mai ntai n coordi nated and conpati bl e prograns, a reciprocity article, a
termnation article and an effective date article. A significant change was
made in the best efforts article with the fourth state, New York. The first
three agreenments placed enphasis on the state using its best efforts to
mai ntain conpatibility with the AEC. At the request of New York, the article
was changed in its agreenent pledging both New York and the AEC to use their
respective best efforts to maintain conpatible progranms with the AEC and ot her
Agreenent States (Reference 6, attachment, p. 7). This change was included in
all subsequent agreenments. However, even this did not lay to rest the issue
of continuing conpatibility, which in 1994 is still an issue between the NRC
and the Agreenent States.

The agreenents were generally signed by the AEC Chairman or del egat ed
Conmi ssi oner and the Governor of the state. Some states had joint fornal
signing cerenonies in their capital city and other agreenents were signed by
correspondence w thout a cerenony. Appendix A shows a |ist of Agreenent
States with their effective dates and a |list by year of the agreenent.

Many of the early radiation prograns were organi zationally a part of a
State Health Departnent. Later, several were in environmental departnents,
and two were free-standi ng cabinet |evel agencies (Arizona and Illinois). The
programdirectors frequently were engineers with training in radiation or
ot her environnmental aspects. However, the following initial directors were
physi ci ans:



New Yor k Departnent of Labor Morris Kleinfeld, MD

Fl ori da Ed Wllianms, MD.
North Carolina WIlliam WIson, MD.
O egon GCscar Schnei der, MD.
Tennessee Curtiss McCanmon, M D.

To our know edge, no subsequent directors have been physici ans.

B. Features of Individual Agreenent State Prograns

As indicated previously, the state radiation control prograns were not
identical organizationally in ternms of their parent agency or style. D scus-
sion of sonme of the unique aspects of several Agreenent State prograns and
ci rcunmst ances regardi ng negotiation of their agreenents foll ows.

The first state we exam ne is Kentucky, which became the first Agreenent
State on March 26, 1962. Attorney General John Breckinridge was a key
i ndividual in negotiating the agreenent with the AEC. Kentucky had estab-
i shed an Atom c Energy and Space Authority that conducted pronotiona
activities, of which Breckinridge was the chairman. However, the regulatory
programwas organi zationally located in the Health Department. During
consi deration of the application submtted by Kentucky, controversy arose over
whet her the state should regulate | and di sposal of radi oacti ve wastes and
whet her the state should regulate the manufacture and distribution of products
cont ai ning radi oactive material (Reference 5, pp. 299 and 300). The AEC
apparently questioned the ability of the state on the waste issue and was
concerned about uniformty in evaluation and distribution of products in
interstate commerce. Regarding the waste issue, one AEC official was quoted
as saying, "'if states assune jurisdiction in this matter, each state would
want a burial site within its borders’" (Reference 5 p. 299) - a view that
can be contrasted with the prevailing attitude of states in 1994. After
consi deration of the issues, the Kentucky agreenent was consummated and
allowed the state to regulate | owlevel waste disposal on |and and to regul ate
devi ces containing radioactive material except for those in consuner products
(these products canme to be known as exenpt distribution products). A picture
of the signing of the Kentucky agreenment is shown in Fig. 1. Three days after
t he signing, Chairman Seaborg addressed a joint session of the Kentucky
| egislature. The state indeed |licensed a | and-di sposal facility |ocated near
Mor ehead, Kentucky in 1963. The common feeling anong Kentucky officials was
that this action would encourage other nuclear facilities, including power
plants, to locate in the area. This, of course, soon was shown to be a false
hope. Further, as noted in Section VIII.E , this site experienced technica
operating problens in the md-1970s.

The next state to enter the agreenent programw th uni que features was
California on Sept. 1, 1962. The California programwas unique in that other
state agenci es and | ocal agencies carried out sone inspections for the
centralized Health Departnment program These included the state's Division of
Industrial Safety, Los Angeles County Health Departnment and Orange County
Heal t h Departnment, and were known as contract agencies. They did not have
licensing authority. The second uni que aspect of the California program was
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1. signing of Kentucky Agreement, Feb. B, 1962 in MWashington, D.C.
of Atemic Energy Activities; Dr. Russell Teague, Commissioner of Health;

John Breckinridge:; Governar Bert Combs; AEC chairman Glenn Seaborg. Photo courtesy of Wide World Photos.

Fig.
L. to R.: James MWeel, Kent. Coordinator
Attorney General



the establishnment of fees. The fee systemwas based on the formof naterial
(seal ed or unseal ed) and the curie quantity. Later, nost fee systens adopted
by the NRC and ot her Agreenent States were based on the category of |icensee
and the type of programthey conducted (e.g., radiography, nedical, academc,
etc.). The California fee program generated consi derabl e di scussi on and
concern within the AEC as to whether it would be conpatible with the AEC
program wi thout fees.® The finding of the Conmi ssion was "How a state
finances its regulation of materials under an agreenent should not be a
concern of the Conmission."* One non-regulatory Division Director of the AEC
was very concerned over the decision since he felt it mght curtail the use of
radi oi sotopes. AEC still had a heavy pronotional bent at that tine.

In addition to the aforenenti oned change to the best efforts article of
the agreenent, there were other unique aspects of the New York program New
York's programincluded three separate agencies, each of which issued rules,
licensed material users, inspected |licensees and took enforcenment actions
agai nst |licensees. These agencies were the New York State Departnent of
Labor, New York State Departnent of Health and New York City Departnent of
Heal th.% Labor regul ated industrial concerns throughout the state including
New York City; State Health regul ated academ ¢ and nedical |icensees outside
of New York City; and Gty Health regul ated acadeni ¢ and nedi cal users within
New York City. Oiginally, the Health Departnents regul ated the environnental
rel ease aspects of Labor Departnent |icensees. The agencies operated i ndepen-
dently, but a coordinating group called the Conmttee on Licensing (COL) was
established in the state's Ofice of Atom c¢c and Space Devel opnent. Al though
the word "Devel opnent” was part of the agency's title, in actuality it nostly
did planning and inter-agency coordination. This office was organizationally
| ocated in the governor's office. The principal contact for the COL was
Robert Vessels in the early years and the COL coordi nated regul atory functions
of the affected agencies. A significant technical difference fromthe AEC in
the New York programwas a variation in occupational dose limts. New York
had based its limts regarding quarterly doses on guidance fromthe Federa
Radi ati on Council and the National Conmittee on Radiation Protection and
Measurenents (Reference 6, attachnent, p. 16). New York allowed 13-week
exposures of 3 rem whereas AEC only all owed 1% rem per quarter unless an
occupational history was nai ntai ned and accumnul at ed doses coul d not exceed
5(N-18) where N was the age in years. The AEC finally concluded that the
regul ati ons were conpatible. The New York negotiati ons were consumated at a
| ate date. Vessels handled the logistics for New York State. It is our
recol l ection that the AEC Conm ssioners approved the agreenment on Cct. 14,
1962 and it was signed by Chairnman Seaborg. Vessels returned to Al bany |ate

that day and obtai ned Governor Rockefeller's signature so the agreenent would
be effective on Cctober 15. Vessels sent a telegramto Ben Harl ess, Chief of
the AEC s State Agreenents Branch that evening that said, "The pony is in the
barn."

8 AEC s first fee programfor nmaterials |icensees was established Cct. 1,
1968, but did not cover all categories of materials |icensees at that tine.
4 Letter dated June 20, 1994 fromJ. Vaden to W Kerr.
® The Bureau of Radiation Control in the New York State Departnent of
Envi ronnental Conservation was established July 1, 1970 to handl e envi ronnen-
tal issues and | ow|evel waste.
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The New Hanpshire agreenent becane effective May 16, 1966. The uni que
feature of this agreenent was that it was signed by six individuals for the
state. The agreenent was signed by Governor John King and co-signed by the
five menbers of the CGovernor's Executive Council, which was a statutory
requi renent of the state.

The Loui si ana agreenent becane effective May 1, 1967. Loui si ana estab-
lished a Board of Nuclear Energy with two conponents: the Atom c Energy
Devel opnent Agency and the Division of Radiation Control. Al though the two
groups shared offices, they functioned i ndependently. |In 1973, the D vision
of Radiation Control was nerged into the D vision of Natural Resources. The
Board of Nucl ear Energy was abolished and the devel opnment activities gradually
faded away. The negotiations with Louisiana were probably the nost difficult
of any Agreenent State. The main issue of contention involved the regul ation
of Louisiana |licensees (and other jurisdiction' s |icensees operating under
reciprocity) in disputed areas of off-shore coastal areas. At the tinme of the
agreenment negotiations, the state of Louisiana and the United States of
America were involved in a cause pending before the U S. Suprenme Court. At
stake were vast sums of noney that would accrue to either party from of fshore
oil and gas drilling operations, depending on the outconme of the case. One
other consideration was that it affected only persons operating in the
di sputed area or seaward thereof and that were on or in the seabed or struc-
tures affixed thereto (primarily drilling rigs). The AEC acknow edged the
exi sting practice of the Agreenent States having authority to regulate their
citizens on the high seas, i.e., unattached vessels. The negotiations on
behal f of AEC were elevated to the |evel of Eber Price, Director, Division of
State and Licensee Rel ations and Howard Shapar, Associ ate General Counsel
This dil enma was sol ved by the devel opnent of two docunents in addition to the
standard agreenent. The first was a Menorandum of Understandi ng that was
basically a disclainmer of any effects on the pending Suprenme Court case. The
second additi onal docunent was a section 274i inspection agreenent. The
agreement permtted the state to perform w thout charge, inspections of AEC
licensees, for and on behalf of the AEC, in the areas subject to the litiga-
tion. These inspections were to be perforned subject to AEC supervision and
to certain restrictions regarding enforcenent. The three docunents were
signed at a cerenony in Baton Rouge, Louisiana, on April 17, 1967. Commi s-
sioner WIfrid Johnson signed on behal f of the AEC and Li eut enant Gover nor
Aycock on behal f of Governor MKeithen. This is believed to be the only case
where the Lieutenant Governor signed for a state. Dr. Roy Parker, Director of
t he Loui siana Division of Radiation Control, co-signed the Section 274i
agr eenent .

The Arizona agreenent becane effective May 15, 1967. As noted in Section
| of this report, the state established the Arizona Atom c Energy Conm ssion
(AAEC) following the pattern of the U S. AEC. The agency was a cabi net-| evel
agency that had both pronotional and regulatory functions. After a serious
incident at an industrial licensee's facility in Tucson in 1979, which
resulted in extrenely large releases of tritiumto the surroundi ng nei ghbor -
hood, the Arizona AEC was abolished and a new cabi net-| evel Radiation Regul a-
tory Agency was established July 31, 1980. An obvious conflict of interest
situation came to the forefront during the course of the incident and was
addressed by the governor and state |l egislature. Anobng other things, the
sitting Chairman of the AAEC at the tinme of the incident was a top executive
of the licensee involved.
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The next state that faced a unique situation in achieving agreenent status
was Rhode Island. Rhode Island was a state with a very small program (about
50 licensees) and was negotiating in the aftermath of the Arizona incident and
the July 1979 Udall hearing. The NRC s Ofice of Nuclear Materials Safety and
Saf eguards rai sed concerns about the Rhode |sland staffs' capability.® In
addition, the NRC s Conmi ssioner Glinsky, who testified for the NRC at the
Udal | hearing, was pushing for nore rigorous standards by which to judge
Agreenent States. JimHickey, Director of the Rhode Island program and Dante
lonata of the governor's office appeared before the Comm ssion in late 1979 to
present the state's case. |In sum they stated that if Rhode Island s applica-
tion was turned down on anything other than health and safety grounds, the
state woul d pursue other actions. The Conm ssion approved t he Rhode I sl and
agreenent, which becane effective Jan. 1, 1980. The approval was by split
vote (3-2) with Conm ssioners Glinsky and Bradford opposed. This is the only
state of which we are aware where the state appeared before the Conm ssion or
where the decision was by split vote.

The New Mexi co agreenent becane effective May 1, 1974. Upon passage of
the Uranium M |1 Tailings Radiation Control Act of 1978 on Nov. 8, 1978
(UMIRCA), Agreenent States that wished to continue regulating uraniummlls

had three years to upgrade their prograns (see Section VII1.D). This period
was | ater extended and al t hough New Mexi co did considerable work to try and
achi eve an anended agreenent, it was unsuccessful. The nmain reason was the

opposition by the uraniummlling industry to the proposed regul ati ons, which
of course, pursuant to UMIRCA, were closely patterned after those of NRC
Thus, Governor Anaya of New Mexico requested that the NRC reassert authority
over uraniummlling in New Mexi co and the NRC did so effective June 1, 1986.
The basis for the request was the inability to adopt regulations and a | ack of
resources. Ironically, the industry then becane subject to al nost identica
regul ati ons of the NRC al though objected to when proposed by New Mexi co.

The I1linois agreenment becane effective June 1, 1987. The question of
transfer of authority of one source material |icense became an issue in this
case. Allied Chem cal Corp. operates a UF; conversion plant for uranium
(source material) at Metropolis, Ill. It is one of two such conversion plants
inthe United States, the other being in a non-Agreenent State. Odinarily,
the authority over this |licensee would transfer to the state on the effective
date of the agreenent. The NRC, after receiving advice fromthe U S. Depart-
ment of Energy, decided to retain jurisdiction over this |icensee in order to
protect the common defense and security. Conm ssioner Assel stine opposed the
decision. Chairman Zech's letter to Governor Thonpson informed hi mof the
approval of the agreenment and of the decision on Allied Chenical but stressed
that the decision was not reflective of Illinois' ability to regulate the
licensee for health and safety purposes. This is the only case we know of
where a single license was not transferred because of common defense and
security considerations.

®Judging a small state's capability was always difficult because the total
effort required to conduct the programwas probably |l ess than a full person-
year. NRC generally followed the practice of requiring a state to have at
| east two qualified professionals on staff even though they night spend part
of their time on such other duties as x-ray or environnental prograns.
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| daho becane an Agreenent State on Cct. 1, 1968. On April 26, 1991, Idaho
voluntarily relinquished its agreenent authority. The state had chronic
fundi ng and staffing probl ens and was unabl e to obtain the necessary support
fromits legislature. The NRC never fornmally noved to revoke this agreenent,
but rather put pressure on lIdaho to either get the programin shape or
relinquish its authority. The matter was di scussed at the Synar hearing on
Aug. 2, 1993 and is discussed in the next section

V. Routine Relations of NRC and | ndividual Agreenment States

A.  Individual Agreenment State Relations

In the early phase of the NRC/ Agreenent State program the AEC instituted
nmeetings with each individual Agreenment State on a periodic basis. 1In fact,
these early neetings were usually done by invitation of the state. They were
i ntended to inplenent the best efforts articles of each agreenment. These were
| abel ed, "Exchange of Information" neetings, and a typical agenda for such a
nmeeting is shown in Appendix D. The enphasis was clearly on a two-way
exchange of information. Each party relayed information regarding incidents
or events, regul ation changes, inspection information and general information
on regulatory matters. Typically, the AEC was represented by one or two staff
menbers of the State Agreenents Branch and one fromthe AEC region, frequently
the regional director or the materials branch chief. The state was nornally
represented by the programdirector and nost of the nmaterials staff. The
nmeetings usually lasted one to two days, and contacts were not usually made
wi th senior state nanagenent officials. There was no organi zed aspect of
revi ew and eval uation by the AEC staff, however, they sonetines offered
suggestions and were certainly willing to offer the benefit of their experi-
ence to the state officials.

Bef ore | ong, however, the AEC staff began devel oping a |ist of questions
in their own area of expertise to guide thenselves in devel opi ng an opi nion as
to how the state was nmanaging its agreenent materials program A najor change
in the direction of the programcane about in May 1965. The U S. Depart nent
of Labor (DCOL) was proposing to inpose regulatory requirenments duplicative of
t hose i nposed by the AEC and Agreenent States on their respective |icensees.
The DOL was using the authority of the Wal sh-Healey Public Contracts Act. It
is believed that there were Congressional hearings on the matter with strong
objection by the states and the AEC. The AEC negotiated the issue with the
DAL, and the quid pro quo arrangenent was that the AEC woul d make an annua
formal redeternination of conpatibility for all Agreenent States and DOL woul d
not inpose dual regulation on these |icensees. This recognition of the AEC s
determ nation was later incorporated into the Cccupational Safety and Heal th
Act, which superseded the Wal sh-Heal ey Act. Another notable event in this
regard was that in 1965 the Comni ssion chose not to go forward with proposed
| egi slation that woul d have given AEC the authority to term nate agreenents

based on inconpatibility. Even earlier, in 1963, the AEC determ ned that
"‘unilateral power to require conpatibility would appear to be inconsistent
with both the nature of the program established and the underlying phil osophy
of the statute’." (Reference 6, attachnment, pp. 8 and 10.) The first fornal
redeterm nation of conpatibility by the Comm ssion was nade on Jan. 5, 1966.
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Thi s approach was abandoned in 1982 when it was realized the redeterm nations
for many states were up to two years old, and it would be nore useful for the
NRC staff to neet periodically with the DOL staff to di scuss areas of nutua
interest and to provide the DOL with informati on when significant concern
arose. |In any event, the 1965 change in policy required the AEC staff to take
an eval uative approach to the individual Agreenent State progranms. Appendix E
shows an early letter to a state following the review of its program after
this new eval uati on process was i npl enent ed.

In 1973, the AEC staff fornalized the gui dance that they had been using
for several years in evaluating Agreenent State prograns. The staff published
a "Quide for Evaluation of State Radiation Control Progranms Under Agreenent”
that did not have the stature of the later and nore fornmal 1981 policy
staterment of the NRC on this subject. Nevertheless, the 1973 gui de cont ai ned
many of the sanme elenents of review that appeared in the 1981 and subsequent
policy statenents. Essentially, these docunents covered the major categories
of legislation and regul ati ons, organi zation, nmanagenment and adm ni stration,
personnel, licensing and conpliance. Although the neetings w th individua
Agreenent States continued to include an el enent of infornmation exchange, they
becane | onger and were structured differently. [One forner state program
director continued to call them Exchange of Information (EQ) neetings |ong
after the change had taken place.] The NRC staff began to review |license
files, including the backup material, inspection and enforcenment actions,
response to incidents, |aboratory support, and staffing and personnel activi-
ties. One other practice that was instituted was the acconpani nent of
Agreenent State inspectors. Initially, these were carried out by regional AEC
staff nenbers who had materials inspection experience. As the State Agree-
nments Branch added staff with |icensing and i nspection experience, the AEC
regi ons stopped participating in the review neetings and no | onger perforned
acconpani nents. This canme as a result of a recomendati on by John Davis, then
Director of the AEC s Region Il office in Atlanta, Ga. Davis had been
particularly hel pful in assisting states in that region and in hel ping the
State Agreenents Branch. Wthin the AEC, he no doubt had the best understand-
ing of the agreenment state program outside of the Dvision of State and
Li censee Rel ati ons.

Anot her inportant aspect of the AEC review process was that the criteria,
and nore particularly the internal procedures of the AEC, were intended to be
used as guidance by AEC staff. As noted above, the earlier docunents were
titled as guides and the Agreenent States were furnished copies of them so
t hey knew what el enments were included in the reviews. Their use was to be
tenpered wi th good judgenent by peopl e know edgeabl e about radiation regul at o-
ry programs. They were not intended to be used by "bean counters" - a
contenporary termthat has been applied to certain aspects of reviews and
their results. The results of these nore formal reviews were discussed with
state nmanagenent officials at the conclusion of their reviewvisit. The NRCs
concl usi ons and reconmendati ons were then sent to the senior state nanagenent
official (e.g., State Health Oficer), and in nost cases with a request for a
response on the recomendati ons. However, the State Agreenents O ficers in
t he regi ons conducted nany of the reviews (See Section VI).

The revi ew process continued along these lines for many years. NRC s
Ofice of State Prograns did supplenent its reviewers with staff from other
NRC of fices on an ad hoc basis in such areas as uraniumml|l regulation, |ow
| evel radioactive waste disposal, and seal ed source and device reviews. In
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the Iate 1980s, NRC nade another change in its review process. It began to
organi ze teamreviews, in sone cases quite large, for the review of the |arger
Agreenent State prograns. Usually the |ead reviewer and team coordi nator was
the Regional State Agreenents Oficer for the region in which the particular
state was |located. The team could consist of staff with various specialties
fromNRC s Ofice of Nuclear Material Safety and Safeguards, occasionally the
O fice of Nuclear Reactor Regul ation, other regions and occasionally sone
other office. O course, the use of out-of-region personnel negated one of

t he advant ages of having a State Agreenents O ficer in each region, nanely
cost savings accrued by reduced travel expenses. Snaller Agreenent State
progranms continued to be reviewed by the regional State Agreenments O ficer

Aside fromthe periodic review neetings with individual Agreenent States,
the NRC s post-agreenment program contai ned other elenents. Al of these were
intended to carry out the best efforts articles for coordination and coopera-
tion. It also was deened necessary to carry out the provision of section
274a.(3) to "pronote an orderly regulatory pattern between the Conm ssion and
state governnents...".

One of the other key parts of the programwas technical assistance to the
Agreenent States. This assistance took several fornms. The nost frequent was
oral advice given by the staff of the Ofice of State Prograns (OSP) or other
NRC staff on a large variety of technical and regulatory natters. Another way
of obtaining such assistance was for the Agreenent State to submit a witten
request to the NRC and to receive a witten response. These requests were
normal Iy coordi nated by OSP, which obtained the necessary information from
appropriate NRC offices. This coordination was particularly useful to the
Agreenent States so as to avoid having to |ocate the appropriate staff
nmenber (s) in other NRC offices to provide the information. Less frequently,
techni cal assistance was nade available to the Agreenment State at its offices
for very specialized issues and for assistance on conpl ex inspections.

Anot her key part of the NRC s assistance programwas, and is currently,
its training program Starting with the earliest Agreenent States, the AEC
recogni zed the need to provide sone specialized training to states preparing
to beconme Agreenent States or after their agreenents becane effective. The
first course was a three-week orientation course on regulatory practices
(covering both licensing and inspection functions). It was recogni zed that
state officials had basic know edge in radiation safety and in sonme cases,
experience in x-ray regulation or NARM control. However, the AEC s regul atory
program was somewhat uni que, so courses were tailored to that aspect of
regul ation. The time progression for the various courses is not known;
however, courses were devel oped in basic health physics, radiation protection

engi neering, |icensing procedures, inspection procedures, transportation
nmedi cal uses, well 1ogging, industrial radi ography, uraniummnill regulation
wast e di sposal, and other areas. Many of these are still offered today and

are extrenely valuable to the Agreenent States.

A fourth element of the NRC s post agreenment programis the exchange of
i nformati on program This covers the distribution of regulatory infornmation
necessary for the NRC and Agreenent States to carry out their respective
progranms in an efficient and orderly fashion. The type of information to be
distributed by the NRC and to be sent to the NRC by Agreenent States was
ordinarily covered in an exchange of letters with each new Agreenent State.
The information typically covered regul atory gui des, seal ed source and device
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eval uation sheets, statistical data on licensing and inspections, exenpt
distribution licenses, all licenses issued by the state, incident information
draft regul ati on changes, NRC bulletins and i nformati on notices, NUREG
docunents and various other regulatory docunents of general interest. Mich of
thi s exchange continues today, although sone is requested in conjunction with
the revi ew neetings. Appendix F shows an April 3, 1992 letter to Mine

est abl i shing such an exchange.

The fifth principal elenment of the post-agreenent programis of nore
recent vintage. Beginning in the late 1980s, the NRC has hosted a nunber of
wor kshops to address specific regulatory issues. Wrkshops have been held on
| ow| evel waste regulation, uraniunmithoriummll regulation, industria
radi ographer certification, regulation of medical uses, megacurie irradiation
facilities, and evaluation of seal ed sources and devices. The Agreenent

States have, in general, found these to be very useful. They provide an
opportunity to discuss each participant's views on an issue and soneti nes comne
to a consensus on a given regul atory approach. 1In sone cases, the Agreenent

States have been able to persuade the NRC to make significant changes in
regul atory approaches - nost notably in industrial radiography certification
and mnedi cal use of radioactive materials.

B. Reviews by the U S GCeneral Accounting Ofice (GAO

GAOis an armof the U S. Congress and generally conducts revi ews and
audits of federal agencies on its own initiative or at the specific request of
Congress. The first conprehensive review of the AEC s managenent and over -
sight of the Agreenment State program was conducted about 1972. The Committee
does not have access to the GAO report resulting fromthat review, but it is
recalled that relatively nodest reconmendations were nmade. The formalization
of the 1973 review guide referenced in IV.A above nay have resulted fromthe
GAO recommendations. Also, there were likely followup reviews to that
initial conprehensive review.

GAO has perforned a nunber of other reviews of NRC activities over the
years. Several of these have been related to | ow | evel waste disposal and the
NRC s materials regulatory program Frequently these reports have covered
certain aspects related to Agreenent States, since they conduct independent
but integral parts of these functional areas.

In April 1993, GAO issued a report titled, "Better Criteria and Data Wuld
Hel p Ensure Safety of Nuclear Materials," GAQ RCED-93-90. This report was
prepared in response to a request from Congressnan M ke Synar, Chairnan
Envi ronnent, Energy, and Natural Resources Subcomittee, House Conmittee on
CGovernnent Qperations. The purpose of the review was stated to be (1) the
review of the conparability of NRC s progranms for Agreenment States and NRC
regul ated states, including assessnents of the effectiveness of both prograns,
and (2) followup on previous recommendations in a 1988 report (not related to
the Agreenent State progranm). The 1993 report recommended (1) that the NRC
establ i sh conmon performance indicators to evaluate the Agreenent State
progranms and NRC s regul atory program and (2) that specific criteria and
procedures for suspending or revoking an Agreenent State program be devel oped.
The GAO spent very little time during its reviewwith Agreenment State offi-
cials and never discussed its findings with any of the Agreenment States prior
to publication. Congressnman Synar held a | engthy hearing on Aug. 2, 1993 at
which GAOQ, OAS and NRC testified. At that hearing, GAO stated that it never
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found an Agreenent State program i nadequate, but that it was questionable if
the public is being adequately protected by the state-regul ated or NRC

regul ated progranms. NRC was questioned extensively on its oversight program
with particular enphasis on so-called problem Agreenment States. These were
states where NRC had withheld findings of adequacy and/or conpatibility for

| engt hy periods, or were unable to make findings as a result of its reviews.
As this docunment is being witten, NRCis westling with what changes shoul d
be nmade, both in its relationship to Agreenent States and in the NRC oversi ght
pr ogr am

The Synar hearing followed on the heels of a May 6, 1993 hearing by
Senat or John d enn, Chairman, Senate Conmittee on Governnental Affairs, on the
regul ati on of medical uses of radiation. This hearing was a result of a
series of articles that appeared in the Ceveland Plain Deal er in Decenber
1992. The articles covered a nunber of nedical-related radiation incidents
i nvol vi ng agreenent materials, Xx-ray nmachines and |inear accelerators in both
Agreenent and non- Agreenent States. Aubrey Godwi n, Past Chairman, CRCPD,
testified at that hearing. As a result of that hearing and because of an
extremely serious incident that occurred on Nov. 16, 1992 in Pennsylvania, a
non- Agreenment State, the NRC is making a nunber of changes in its programfor
regul ation of nuclear materials used in the nedical area. Sonme of these
changes could well affect how Agreenent States regul ate nedical uses.

V. Annual Meetings of Al Agreenment States

The AEC began holding joint nmeetings with all Agreenent States, apparently
in 1964. A list of these neetings is shown in Appendix B. This was anot her
effort to keep the Agreenent States informed of significant regul atory
devel opnents at the AEC. The Agreenent States were requested to submit topics
t hey wanted di scussed at the neeting. The AEC tried to select topics that
woul d be of broad interest, rather than an issue relating to only 1 or 2
states. Mst of the early neetings were held in the Washington, D.C. area.
Frequently, an AEC Conmi ssioner or the Director of Regulation (the Executive
Director for Qperations in NRC) would present opening remarks. Appendix G
shows t he agenda for the Dec. 14-15, 1964 neeting.

One advantage of holding the neeting in the Washington, D.C. area was that
if individual state officials needed to neet with other AEC staff, such
neetings could be arranged. Secondly, staff from other AEC offices were
readily available to discuss topics without costly travel. 1In the early
neetings, nost of the topics were presented by AEC staff, although there was
anpl e opportunity for dial ogue between the state officials and the AEC staff.
Oficials fromthe FDA and EPA and the federal representatives to the Southern
and Western Interstate Nucl ear Boards usually were invited to the neetings.

The Agreenent State representatives were never shy about expressing their
opinions to the AEC staff. At one early neeting, there was a presentation by
the AEC s Harol d Kneeland on its attenpt to initiate a programfor the
retention of personnel nonitoring records and the reporting of certain data
from sel ected groups of licensees to the AEC to be maintained in a central

-16-



repository.” This is the provision of AEC/NRC regul ations currently contai ned
in Section 10 CFR 20.2206 (fornmerly 20.407). The AEC wanted the Agreenent
States to participate in this programand would, to the best of our
recol | ection, provide sonme nonies to Agreenent States to do so. This proposa
pronpted a heated di scussion by the Agreenent State representatives and the
AEC staff. It was perhaps a portent of things to cone several years later on
i ssues such as certification of industrial radi ographers, nedical m sadm nis-
tration rules, conpatibility and others. The state officials' prinmary concern
was that personnel nonitoring records were not that reliable because of the

i mpreci sion of doses recorded on filmbadges. This, of course, predated the
requi renent for personnel dosinmeters to be processed and accredited by
processors accredited by the National Voluntary Laboratory Accreditation
Program (NVLAP).® The Agreenent States were generally opposed to being forced
to participate in this programand to inplenenting simlar regulations. W
believe few, if any, Agreenent States ever participated.

This particul ar discussion had both a serious aspect and a hunorous tw st.
Sonetinme during the heat of the discussion, M. Jon Anderson of New York |eft
the neeting to visit M. Harold Price, Director of Regulation. He inforned
M. Price that the Agreenment States were adanantly opposed to any such
requi renents being i nposed on themor their licensees, and it would be w se
for the AEC to back off fromtheir position. The AEC followed this wi se
counsel, and Agreenment States were not required to adopt sinilar regul ations.
In NRC s Internal Procedure B.7, "Criteria for Conpatibility Determni nations,"
this rule is listed in the Division 3 category, which Agreenent States have
the choice to adopt or not. This rule is not included in the current version
of the CRCPD s Suggested State Regul ations for Control of Radiation, but wll
be included as an optional provision in the next version. M. Eber Price,
Director, Division of State and Licensee Rel ations, had chaired the neeting.
In a post-nortemdi scussion of the neeting with his staff, Price remarked that
Dr. Curtiss McCammon of Tennessee nade a slip of the tongue when he referred
to the futility of placing these records of little value in a radiation
records suppository. The staff informed M. Eber Price that they believed
Dr. McCammon had stated precisely what he intended

The agendas for these early neetings show that topics typically covered
nmedi cal uses of radioactive materials, industrial radiography, problenms with
generally licensed devices, waste disposal, transportation of radi oactive
materials and many others. Many of these subjects continue to be discussed in
the nore recent neetings. The early neetings were heavily dom nated by AEC
staff presentations, although the discussions were frequently active and
frank. Beginning perhaps in the md-1970s, nore presentati ons were made by
state officials, although few states volunteered. Usually NRC staff recruited
state staff to discuss various topics. However, in sone cases, Agreenent
State requests to speak were denied. Also, starting about 1980, the agenda
frequently included panel discussions on given topics. These were chaired by
NRC or Agreenent State officials with panel participants fromboth groups. 1In
nore recent years, the ratio of the nunber of NRC speakers to Agreenent State

" Kneel and was substituting for Charles Eason, who had fornerly been
Assistant Director of AEC s Division of State and Licensee Rel ations.

8 See 10 CFR 20. 1501(c).
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speakers has been about two to one, but nobst of the panels have been chaired
by Agreenment State officials.

During the early years, AEC staff took notes and prepared internal reports
of the neetings. Since about the md-1970s, the NRC has used a court report-
er. Few, if any, of these reports have been furnished to the Agreenent
St ates.

The AEC nornally has invited non-Agreenent States that are actively
negoti ati ng an agreenent to send one official to these neetings. These range
fromone to four non-Agreenent States each year

Begi nning in 1971, the Agreenent States began neeting for a half-day
anongst thenselves with no federal officials present. This allowed the states
to discuss issues common anongst thensel ves, issues relating to Agreenent
State/ NRC rel ations, and to prepare suggestions and reconmendations for NRC
consi deration. The closed atnmosphere of this neeting allowed for very frank
and open discussions. In order to conduct this neeting the Agreenent States
for several years elected a chairman whose nain tasks were to organi ze an
agenda for the neeting, preside over the neeting, and send a letter with
recomendati ons to NRC, which were nornally addressed to the Director, Ofice
of State Prograns.® Beginning with the 1989 neeting, these letters have been
addressed to the Chairnan of the NRC. The states expect the NRCto reply to
each of their comments, which generally happens, although not always to the
satisfaction of the states.

On occasion, the NRC woul d consult with the chairman of the QAS on sone
particul ar i ssue, and sonetines ask for suggestions for persons from Agreenent
St ates who might serve on an ad hoc committee being established by the NRC 1°
At the Cctober 1985 neeting, the Agreenment States el ected both a chairnman and
chairman-el ect. This continued until the Cctober 1991 neeting when the
Agreenent States established a nore formal structure. The QAS established an
Executive Conmittee conposed of a chairperson, past-chairperson and chairper-
son-el ect with sonme nodest operating guidelines provided to the Executive
Conmittee. The chairperson was designated as the principal point of contact
for the QAS

In 1989, the NRC staff requested they be allowed to sit in on the OAS
nmeeting as observers. This was denied, but the NRC nade the request again at
the 1991 neeting. At the beginning of the 1991 OAS neeting, the Agreenent
States debated the issue. After a vote, it was decided to allow the NRC staff
to be present as observers. This practice has continued to date, but the
states reserve the right to close portions of the neeting if deemed appropri-
ate. A copy of the agenda for the 1993 annual neeting is shown in Appendi x H
One might conpare the topics discussed with those shown in Appendi x G for the
1964 neeti ng.

® Alist of the chairpersons of the OAS is shown in Appendi x C

0 Note that this arrangenent preceded the nore recent brouhaha over
conplications arising fromconsiderations under the Federal Advisory Committee
Act (FACA). The recent position of the NRCis that state officials cannot
becone active partners in such working groups or comittees. This is an issue
the Agreenent States continue to feel needs a nore satisfactory resol ution
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VI. AEC/NRC Oficials and O ganization

The initial AEC organi zati on charged with devel opi ng the Agreenent State
program including negotiation of agreenents and post-agreenent cooperative
work, was the State Relations Branch in the Division of Radiation Protection
Standards of the AEC s regulatory arm In 1964, the AEC s Director of
Regul ati on established the Division of State and Li censee Rel ations (SLR)

The director of the division was Eber Price and the assistant director was
Charl es Eason. The division included the State Relations Branch (SRB), the
State Agreenents Branch (SAB) and two other unrel ated branches. Wen the AEC
initiated its licensee fee programin the late 1960's, this function al so was
placed in SLR. The SRB was headed by George W (Bill) Mrgan, and a key staff
menber who served nmany years in that branch was John Vaden (currently of
Nevada). The SRB provi ded devel opnental assistance to prospective Agreenent
States and an extensive training programfor state officials. In the early
days of the program the SRB and the PHS jointly manned exhibits at various
nmeeti ngs that described the program and other aspects related to the use of
sources of ionizing radiation.

The SAB was headed by Ben Harless. This branch actually negotiated the
agreenments and conducted t he post-agreenment program of information exchange,
techni cal assistance and programreviews. One major policy change instituted
by Price was that the AEC woul d not take a heavy pronotional approach toward
obt ai ni ng new Agreenent States. Rather, the SLR staff would provi de extensive
advi ce and assi stance to any state when the state decided to pursue seriously
an agreenent. Price remained the SLR division director until 1971 and was

succeeded by Lyall Johnson, who served as director until 1972. 1In the years
foll owi ng passage of the National Environmental Policy Act of 1969, the AEC s
regul atory arm underwent a maj or expansion and reorgani zation. |In 1972, SLR

was abol i shed and an Agreenents and Exports Branch (AEB) was relegated to the
| owest organi zati onal level in what was the equival ent of today's Ofice of
Nucl ear Material Safety and Safeguards (NVBS) in the NRC. The AEB carried out
all state-related functions as well as export I|icensing.

Cene Blanc, a forner Director of AEC s Region V office, was nanmed chief of
the AEB in 1972. Blanc continued in this position until late 1974, when Wayne
Kerr was named chief of the AEB. Kerr recruited Joel Lubenau, Lloyd Bolling,
and Kat hl een Schnei der, anong others, into the state agreenents portion of the
AEB operation. These three individuals are to this day key officials in the
NRC regul atory program

In June 1976, the NRC reinvented the wheel and created the Ofice of State
Prograns (OSP) as a staff office reporting to the Executive Director for
Qperations. The Comrission felt that the states' activities were of such
i mportance that they should be centralized and not be buried deep in the
organi zation, and recogni zed the inportance of state relationships in a nunber
of areas of common interest. The director of OSP was Robert Ryan, who was
recruited fromthe U S. Environnental Protection Agency. CSP consisted of
t hree organi zati onal conponents. Kerr was naned Assistant Director for State
Agreenents and carried out the functions of the AEB m nus export |icensing,
whi ch was placed in the Ofice of International Prograns. Sheldon Schwartz
was named Assistant Director for State Liaison, which carried out genera
liaison activities with state and | ocal governnents and their organizations.
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These |iaison functions covered aspects related to transportation, power plant
licensing and liaison with the Conference of Radiation Control Program
Directors (CRCPD). Harold (Doc) Collins was nanmed Assistant Director for

Emer gency Preparedness. This unit reviewed states' plans for responding to
energenci es at nucl ear power plants. It also arranged energency response
training for state and | ocal governnent staff, primarily the Radiol ogica

Emer gency Response (perations (RERO course conducted at Las Vegas, Nevada.

The OSP organi zation rerai ned unchanged until late 1979. 1In the aftermath
of the March 1979 incident at the Three MIle Island nucl ear power station at
M ddl et own, Pennsyl vani a, nany changes were nade in the federal governnent's
response planning for energencies at large nuclear facilities, primarily power
plants. These changes al so had significant inpact on state and | ocal govern-
ments. Messrs. Ryan, Schwartz, Collins and a few others involved in energency
preparedness were detailed to the Federal Emergency Managenent Agency (FEMR)
for several nmonths to work in this program The renaini ng NRC ener gency
prepar edness functions were placed in the NRC s Ofice of Inspection and
Enf orcenent (1E)

After serving as acting director for several nonths, Kerr succeeded Ryan
as Director, OSP in Septenber 1980. OSP then had two organi zational conpo-
nents, Assistant Director for State Agreenents (ADSA) and Assistant Director
for State Liaison (ADSL). Kerr recruited Don Nussbauner from NVsS to fill the
ADSA sl ot. Nussbaunmer had extensive experience in the NRC s fuel cycle and
materials |icensing program Schwartz returned briefly to the ADSL position
and when he left, Kerr created a slot titled Assistant Director for State and
Li censee Relations (ADSLR). The position was filled with Jerone Saltznman from
the Ofice of Nuclear Reactor Regulation. Frank Young headed the section
dealing with state relations. 1In addition to Iiaison functions, the ADSLR
al so was assigned the duties of administering NRC s Price-Anderson i ndemity
program review of |icensee financial qualifications and nucl ear insurance
progr amns.

In 1981, the NRC decided to place a state agreenents officer in each
region. The perceived advantage was to have these officers | ocated geographi -
cally closer to the states they served on a daily basis and that they revi ewed
periodically. Presunmably, they woul d devel op a nore in-depth know edge of the
states in their region. There also was a presuned saving of travel expenses,
since the officers were located in the geographic area of the Agreenent States
in that region. State agreenent officers were placed in NRC Regions |, Il and
IVin 1981, in Region Vin 1982, and in Region Il in 1987.

Kerr retired as Director, OSP in March 1987 and was succeeded by Carlton
Kanmerer, previously Director of NRCs Ofice of Congressional Affairs. GOSP
was renaned the State, Local and Indian Tribe Prograns (SLITP), a conponent of
a new Ofice of Governnent and Public Affairs (GPA) reporting to the Commi s-
sion. GPA was headed by Harold Denton of Three Mle Island fame. Schwartz
becane the Deputy Director of SLITP. In late 1988, Don Nussbauner retired as
ADSA and Vandy MIler, a branch chief in NVSS, replaced Nussbauner

M1l er took another position in the NRC in June 1993, and was repl aced on
an acting basis by John Surneier. In the aftermath of the Synar hearing on
Aug. 2, 1993, Kanmerer was replaced as Director of OSP by Richard Bangart,
fornmerly Director of the Division of Low Level Waste Managenent and Deconmi s-
sioning in NMSS. Schwartz retired in February 1994. Paul Lohaus, who served
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i n managenment positions in NMBS, and was previously an OSP staff nenber
becane the Deputy Director, OSP. Lohaus had worked for the State of New
York's coordinating office in the early 1970s.

Vari ous organi zational changes of the NRC prograns concerning state
rel ati ons have been noted above. However, there were other attenpts to
restructure the functions, sonme of which failed. These attenpts nay have
refl ected a poor understandi ng of these functions by seni or NRC managenent and
a lack of appreciation for their inportance, have been used to address sone
percei ved organi zati onal problem or resulted fromsone personality differenc-
es anong officials.

The abol i shment of the Division of State and Licensee Relations in 1972
appears to have been instituted to address severe personnel shortages as a
result of coping with the National Environmental Policy Act (NEPA) | egisla-
tion. Since the agreenent state program performed sone functions simlar to
those of NVBS, the branch was located in NVBS. However, the then Director of
Regul ation, L. Manning Mintzing, retained an active interest in the Agreenent
States. He nade opening remarks at the annual joint neetings, and sonetines
was present at the close when the Agreenent States nmade recommendations to the
NRC

When the O fice of State Prograns (OSP) was established in June 1976, a
better understandi ng of the inportance of state relations in the franmework of

the NRC s total programwas reflected. 1In addition to the state agreenents
program states had significant concerns and legitinmate roles in emergency
preparedness for the NRC-regulated facilities, high-level waste disposal, |ow

| evel waste disposal, transportation of radioactive materials, siting of

nucl ear facilities, and granting water quality permts, to nane a few It is
notable that the newy created Nucl ear Regul atory Conm ssion had been in place
about 18 nonths when the decision to create OSP was nade. Further, at |east
one of the then sitting Conm ssioners, R chard Kennedy, had a keen interest in
the i ssue and was always a strong supporter of the OSP, its activities and its
staff.

In June 1980, shortly before Kennedy's termexpired, a fledgling attenpt
was rmade to abolish OSP and to again relocate the state agreenments programin
NVBS. It is not clear who instigated the proposal, but Conmm ssioner Kennedy
was i ncensed when he heard of the plan, which had not been sent officially to
the Conmi ssion. It appears the proposal was at |least partially related to the
actions discussed in Section II1.B. above concerni ng Rhode Island. The
i ncongruity of the Rhode Island situation was shown by an NRC action in 1990.
On July 30, 1990, Chairman Kenneth M Carr sent a letter of conmendation to
t he Honorabl e Edward Di Prete, Governor of Rhode Island, acknow edgi ng the
state's outstanding Agreement State Program sustained over 10 years.!' Thus,
the dire predictions about Rhode Island's capability raised by NVSS in 1979
wer e apparently unfounded.

Even after the issue of the abortive reorganization attenpt was settled in
1980, Conmi ssioner G linsky expressed his belief that evaluations of each
Agreenent State's capabilities would be inproved if a major technical line

1 NRC Annual Report for 1990, p. 108.
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office such as NMSS or | E supervised these activities.' The irony of the
situation was that the then Director of NMSS (a technical line office) had a
non-techni cal degree. Wen the states |earned of the proposed reorgani zation,
many wrote strongly worded letters to the NRC opposing it. They felt the
functions of OSP were inportant enough to have sonme status in the organiza-
tion. These letters canme from Agreenent State officials, state nanagenent
of ficials, menbers of Congress, and from governor-appoi nted State Liaison
Oficers (SLO. 1

Anot her action occurred in June 1980 when the unofficial reorganization
pl an surfaced. Marshall Parrott of Oregon and chairnman of CRCPD, Dave Lacker
of Texas and past chairman of CRCPD, and Charles Tedford of CGeorgia and
chai rman of OAS requested an opportunity to nmeet with the Comm ssion. They
did so, and urged the Commi ssion not to downgrade the O fice of State Prograns
in general and not to relocate the state agreenents programto NVBS. The
states felt their needs were better served by having a dedicated NRC staff to
which they could turn for information and assistance. These officials also
stated that they would usually conme to talk to the Conmi ssion if they had
problenms with the agency's relations with them but in this case they stated
that things were already operating snmoothly. After considering these factors,
the abortive plan was not pursued. The strong position and support of the
states influenced the then Executive Director for Qperations for NRC, WIliam
Dircks, but the nessage was apparently lost on the next EDO, Victor Stell o,
who tried again to abolish OSP by splitting up its units.

In late 1986, the NRC again proposed to abolish OSP by locating the state
agreements programin NVMSS and placing the |iaison section in the new Ofice
of Governnent and Public Affairs (GPA) under Harold Denton. The states again
becane aware of the plan and wote nunerous |letters to NRC opposing the plan.
In this case, the NRC plan backfired and the Ofice of State Prograns was
nmoved to Denton's new GPA office with the functions intact except that the
Price- Anderson indemity program financial reviews and nucl ear insurance
programwere returned to the Ofice of Nuclear Reactor Regul ation. The new
GPA office reported to the Commission, so the result was that the Ofice of
State Prograns was el evated to a position above the EDQO

12 Personal correspondence from Commi ssioner Glinsky to G Wayne Kerr
dated July 17, 1980.

13 The NRC established the SLO programin 1976 based on a recommendati on
of the National CGovernors' Association. Initially, the principal purpose was
to have the governor of each state designate a liaison officer to the NRC who
coul d coordi nate several state agency interests and responses. This included
NRC requests for informati on on issues such as granting state permts for
nucl ear power plants and other nuclear-related issues. They did not serve as
an interface on Agreenent State nmatters. The SLGs al so could serve as a
contact point for the NRC on generic issues by presumably having sufficient
stature to gain access to the governor, if necessary. The NRC began having
periodic national or regional neetings with the SLOs. The appointees ranged
from Agreenent State programdirectors to agency heads to policy advisors in
the governors' offices. Due to the lack of new power plant |icensing actions
in recent years, the current SLO programis nore in the nature of a genera
i nformati on exchange
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The | ast nmj or organi zati onal change occurred in the fall of 1991 when
SLI TP was pl aced under Hugh Thonpson, Deputy Executive Director for Nucl ear
Material s Safety, Safeguards and Operations Support as the Ofice of State
Progranms. The stated purpose of this nove was to | ocate the program organi za-
tionally closer to NMSS who carried out simlar functions for its |icensees as
did the Agreenent States for their licensees. O course, the sane argunent
did not prevail for sone of the state liaison activities, which frequently
dealt with NRC offices other than NVSS. Another result was the renoval of a
nom nal reporting relation of the Directors of Public Affairs and Congressi o-
nal Affairs to Denton as head of GPA. This series of actions left Denton as
managi ng only the O fice of International Prograns.

VI1. Active Phase of Organization of Agreenent States

The 1989 Al Agreenent States Meeting was held Cct. 11 - 13 in Overland
Park, Kansas. The tone for this neeting started to devel op at the 1988
neeting. The states had not received a response to their letter to the NRC
followi ng the 1987 all Agreenment States Meeting before the 1988 neeti ng began
It was not until six weeks (Nov. 15, 1988) after the 1988 neeting that a
response fromthe SLITP for the 1987 neeting was nailed to Donal d Hughes,
chairman of the Agreenent States Conmittee. A quick response by the SLI TP was
made to the witten comments nmade by the states at the 1988 neeting. However,
of the seven comments, the response to six of these followed the pattern, "we
wi Il forward your concerns to the appropriate NRC staff and/or we will keep
you advi sed." Because the states had not been kept advised, the agenda for
the "States Only Meeting" prepared in advance of the 1989 neeting included a
di scussion topic entitled "1988 Al Agreenent States Comments with NRC
Responses, Discussion of Unresolved/ Ongoing Itens.” As a result of the
di scussion, the Agreenment States requested in their 1989 letter updates or the
current status on six of the seven itens raised in 1988.

The Director of the SLITP opened the technical programwith a talk titled
"The Agreenent States Programis Acconplishnments and Chal |l enges."” This presen-
tation was serious and | owkey. 1In presenting the acconplishnents, the tone
of the presentation enphasized failures by drawing attention to the 36 state
programrevi ews during the seven-year period of 1981 through 1988 in which the
progranms were found to be neither conpatible nor adequate. The delivery de-
enphasi zed the 127 reviews during the sane tinme period when the states
progranms were found adequate, including the 97 reviews when findi ngs of
adequacy and conpatibility were issued. For those states where a finding of
conpatibility was withheld, the predom nate reason was failure to adopt NRC
rules within three years. Were findings of adequacy were withheld, the
predoni nate reasons were inspection backlogs and | ack of inspector adequacy.

In presenting the chall enges, the periodic state programrevi ews woul d
enphasi ze conpatibility. To help address the problens of adequacy, the Ofice
of State Prograns woul d seek increased budget for training and use |ess
expensive training facilities to naximze the availability of training for
state personnel. The speaker then returned to the conpatibility issue. In
hi ndsi ght, what was probably an attenpt to offer assistance to State Program
Directors experiencing difficulty in promulgating rules, the speaker stated
that the NRCwas willing to talk to ProgramDirectors, Ofice Directors,
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Conmi ssioners or the CGovernor to address conpatibility issues. The nessage
was received alnost, if not universally, as a threat by the attendees. The
speaker had m sjudged his audience.

The next topic on the agenda was titled "Trai ning and Qperations D scus-
sions."” Two presentations were nade concerning training and operations. The
tone of the remarks by the first presenter can be conveyed best by quoting
fromGeta Dicus' letter to Chairnman Carr dated Nov. 16, 1989. "W al so take
special note this year of the keynote address by Dr. John Montgonery, Deputy
Admi ni strator, NRC Region IV. His nost positive remarks about the partnership
type relationship which exi st between the states and the U S. NRC are consi s-
tent with our concept of how we nust relate with each other." The next
presentation under this agenda itemwas by the Assistant Director for State
Agreenents Program and focused on operational items. The itemthat received
everyone's attention was a proposal for state recognition. Those states that
nmet the "Perfornmance Indicators for State Recognition" or acconplished sone
other notable action would receive a "GOLD STAR' award and see the "inspector"
less often. Note: [INSPECTOR, not programreviewer or agreenent states
officer. Needless to say, this proposal received many negative coments from
the Agreenent State representatives.

Bef ore | unch on the opening day of the 1989 all Agreenent States Meeting,
the stage had been set for the future working rel ati onship between the
Agreenent States and the NRC The states received a threat, then a talk that
they coul d endorse and then a condescendi ng proposal for recognition
Confusion reigned. The states arrived at the neeting concerned that the NRC
was not responsive to states' needs and issues, and before lunch were present-
ed with proof positive that their concerns were not unfounded. This only
added to the states' concerns about their relations with the NRC, pronpted by
i ndi vidual remarks attributed to senior NRC staff. Such comments as "Don't
worry about the Agreenent States, they'|ll do what we tell them™" and "This is
the conpatibility regulation of the year." were not conducive to a good
rel ati onshi p.

During the states-only neeting, the nenbers responded to their concern
about the lack of responsiveness to their letters and the "stick and carrot™
nmessage recei ved during the opening session by directing the chairperson to
address all future correspondence to the Chairnan of the Conm ssion, not
directly to the Director of the Ofice of State Prograns. The Nov. 16, 1989
letter to Chairman Carr marked the first correspondence directly to the
Chairman fromthe O gani zati on of Agreenent States.

Frequently, NRC invited U S. Ar Force and U S. Navy representatives to
attend the Agreenment State neetings. The NRC had requested to attend the QAS
states-only neeting in 1989. The QAS declined this request, but did allow
representatives of the Air Force and Navy to attend as observers. Even though
t hese persons represented NRC broad |icensees, one of themrenmarked to an ad
hoc comm ttee nmenber that their problens with the NRC were not unlike those
that the Agreenent States experienced.

Al t hough sone progress had been nmade by the Cctober 1990 neeting, it was
not deened totally sufficient by the Agreenent States. Chairperson D cus'
letter of Dec. 7, 1990 to NRC Chairman Carr noted that a separate letter on
conpatibility would be forthcomng. Such a letter was sent by the next OAS
Chairman, TomH Il, on Jan. 24, 1991, presenting sone detailed prelimnary
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t houghts on the conpatibility issue and announcing the formation of an QAS
Task Force on Conpatibility. This action generated sufficient attention by
the NRC s own interoffice conpatibility task force to request a neeting with
the OAS task force. Hill submtted the report of the task force to Chairnan
Carr by letter dated March 13, 1991. The actions of the Agreenment States in
1989, 1990 and 1991 pl aced the issue of conpatibility squarely on the NRC s
plate. Absent those actions, the NRC would not likely ever have recogni zed
the deep concerns of the Agreenent States. However, one NRC nanager expressed
the viewthat Dicus' letters were not helpful! It also should be noted that
the OAS Task Force on Conpatibility was the first fornmal group ever estab-
lished by the QAS to set forth consolidated views on a subject.

At the Conmm ssion's request, the Executive Conmittee nmet with the Conm s-
sion in the sunmer of 1991. The QOAS representatives generally discussed the
i ssue of conpatibility and other aspects of OAS/NRC nutual relations. The
Executive Conmittee, together with representati ves of four other Agreenent
States, met with the Conmission in January 1993. This discussion focused
primarily on medical issues, since this nmeeting followed shortly after the
articles that appeared in the develand Plain Dealer in Decenber 1992. The
chairman of the OAS nmet with the Conmi ssion on Feb. 8, 1994, in what is now
pl anned to be an annual briefing.

The chairman of the QAS represented the Executive Commttee of the QOAS and
the Executive Board of the Conference of Radiation Control Program Directors
at the Aug. 2, 1993 hearing on the Agreenent State program convened by the
Subcommi ttee on Environnment, Energy and Natural Resources of the House
Conmittee on CGovernnent Operations. This hearing was at least in part a
result of the GAO report on the programthat was released in April 1993.

It appears the QAS will continue to be actively involved in devel opi ng
i ssues concerning the regul ati on of agreenent materials. The chairperson has,
at various tinmes, been asked to speak at such neetings as those of the
Anmeri can Society for Non-Destructive Testing and to participate in the NRC s
resi dual radioactivity rul emaki ng public neetings.

VI11. Perspectives on Sel ected Technical |ssues

The ad hoc comrittee felt there were a nunber of areas regul ated by the
NRC and Agreenent States that have been of concern for many years. Most
continue to this day to be frequent topics of discussion anong the NRC and the
Agreenent States, and with their respective licensees in many cases. There-
fore, it was deened appropriate to include sone historical and regul atory
per spective on six technical subjects.

A. Regul ation of Medical Uses of Radioactive Materia

The regul ation of medical uses of radioactive material in the 1960s, when
the Agreenent State program began, was drastically different than the program
in 1994. This section will focus heavily on the activities of the Agreenent
States (and sonetinmes with AEC/NRC input) in this area, particularly as the
program has devel oped through the CRCPD s Conmittees on Suggested State
Regul ati ons For Control of Radiation (SSRCR)
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The AEC/ NRC regul ated these uses from 1946 forward. At one tinme or
anot her, the AEC program covered nearly every aspect of nucl ear nedicine,
i ncluding efficacy determ nations as well as radiation safety considerations.
These broad aspects, particularly efficacy determ nations, occurred between
1962 and 1975. During those years, the FDA exenpted radi opharnaceutical s
regul ated by the AEC and Agreenent States fromthe FDA s requirenents for new
drugs.

In 1975, the FDA withdrew that exenption for radi opharmaceuticals and the
NRC wi thdrew fromregul ati ng drug safety and efficacy. The 1976 Medica
Devi ce Arendnents to the Food, Drug and Cosnetic Act extended the FDA' s
authority to medi cal devices containing radioactive material. Prior to the
FDA wi t hdrawal , however, the AEC and Agreenent States eval uated proposals for
i nvestigational new drugs with the assistance of their respective Mdica
Advi sory Conmittees. Such investigative and research proposals were supported
by protocol s describing the proposed studies that were eval uated by these
conmittees. Physician's training and experience al so were eval uated by the
conmittees. Wen enough data was accunul ated to establish the efficacy of a
new drug, the AEC Advisory Conmittee approved it for routine use, and this
list of approved uses was furnished to the Agreenent States for their guidance
(known as the routine use list).

On Feb. 9, 1979, the NRC published a statenment of general policy on the
regul ati on of medi cal uses of radioisotopes (44 FR 8242). It established the
NRC s role of principally regulating radiation safety aspects, minimzation of
intrusion into judgenents affecting the practice of nedicine, and regul ating
the safety of patients only in limted circunstances. This statenent of
policy remains in place today; however, the NRC is undertaking a nmajor review
of the regulation of medical uses in the aftermath of the serious incident at
t he I ndi ana Regi onal Cancer Center in Indiana, Pennsylvania in Novenber 1992,
a series of articles in the Ceveland Plain Dealer in late 1992, and a hearing
by the Senate Committee on CGovernnental Affairs in May 1993. A significant
step in this reviewis a two-year study being performed by the Nationa
Acadeny of Sciences covering such issues as risk, policy guidance and institu-
tional relations.

Earliest records relating to the devel opment of SSRCR on nedi cal use
reference a neeting held in Kansas Gty in May 1977 in which the new Part "L"
Conmittee, chaired by Gerald Al en of Kansas, was to | ook at the need for
drafting regulations for nuclear nedicine. The task force reviewed notes of a
recent neeting of the Part "K' Task Force (on radi opharnmaceuticals) and a
public hearing held by the NRC on May 6, 1977 in Silver Spring, Mryland.
Most of the time was spent review ng existing regulations such as the Medica
Devi ce Amendnents of 1976, those of the FDA and the NRC, and the Joint
Conmi ssion on Accreditation of Hospitals. Allen was to nake a report on
behal f of the committee at the annual CRCPD neeting in Seattle. Menbers of
the conmttee were Donald Hamilton, BRH, Coldie Watkins, New York; Steve
Coll'ins, then of Louisiana; and Gerald Allen, Kansas.

In March 1978 another neeting of the conmttee was held in Kansas City.
In addition to those |isted above, Dan Hi ghtower, D.V.M, and Cerald Johnson
D.V.M, were in attendance, and the discussion centered on the use of radio-
pharmaceuticals in veterinary nmedicine. The conmittee concluded that the "use
of radi opharnaceuticals in veterinary nedicine was not well enough understood
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to deal with effectively.” The comrittee decided to produce a draft of
Part L, nuclear nedicine, for the SSRCRs.

The conmittee net in Harrisburg, Pennsylvania at the 1978 annual neeting
of the CRCPD. At this neeting Collins provided a first draft to which
Watkins, Hamilton, Collins and All en nmade ni nor suggestions and created a new
draft. At this neeting Watkins asked to be renoved fromthe conmittee so that
she could concentrate on newy added responsibilities as Chairperson of Task
Force I, "Public Health Inpact of Nuclear Medicine." 1In 1979 a revised draft
of Part L with acconpanying rationale was sent to a selected group of indiv-
iduals for prelimnary review and conment.

VWhile this work was bei ng done by the CRCPD committee, a nove was underway
by the NRC to incorporate the vast nunber of |icense conditions and regul atory
gui de requirenments placed on nuclear nmedicine |icenses into the regul ations.
The thought was that if the conditions and gui des had the effect of being
rul es, they should be codified. In the early 1980s, the NRC proposed to
revise 10 CFR 35. Wth the understanding that the NRC s revision of Part 35
woul d substantially change existing rules for nuclear nedicine, the work of
the Part L committee was put on hold pending further action by the NRC

The states had expressed a desire to be a party to the early rul emaki ng
process and were invited by the NRCto be early participants. At the 1984
nmeeting of the Agreenent States, an ad hoc committee was appointed to review
t he proposed changes to Part 35. The conmittee was chaired by Mary Lou Bl azek
of Oregon with Carol Connell of Georgia and Kirk Watl ey of Al abama (new
Chairman of the CRCPD Part L conmittee) as nenbers.

The CRCPD al so appoi nted an ad hoc conmittee to review the changes to
Part 35. This comittee was chaired by Blazek and included the other nenbers
of the Agreenent States committee. This conmittee was not the sanme as the
Part L conmmittee.

At the 1984 Agreenment State neeting, the state representatives di scussed
the possibility of witing nuclear nmedicine rules for states and not waiting
on the NRC. However, no request was made to the Part L comittee to proceed.
The chairman of the Part L conmmittee requested clarification fromthe CRCPD
Chai rman, Chuck Tedford of Arizona, and was advised to proceed with continuing
t he devel opnent of nuclear nedicine rules for the SSRCRs.

Wth its charge clarified, the Part L commttee nmet in M| waukee during
t he annual CRCPD neeting in May 1985 to discuss the charge to the comittee
and to nake plans for witing nuclear nedicine rules for the SSRCRs. Mary Lou
Bl azek, Paul Eastvold of Illinois, Steve Collins, Kathy Schneider (NRC
standing in for Lloyd Bolling of the NRC), and Kirk Wiatley attended this
neeting. The conmmittee agreed to use the latest revision to 10 CFR 35 as a
basis fromwhich to proceed. Kathy Schnei der volunteered to put the NRC
version into the SSRCR standard format for review by the comittee. The
Part L comrittee was invited to an NRC briefing on the plans for the revision
to 10 CFR 35. The proposed changes were drastically different fromwhat the
State representatives had envi si oned.

A Federal Register Notice stated that since the field of nuclear nedicine
had becone so stable and because few significant changes were expected to take
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pl ace over several years, basically all regulatory control should be renoved
The NRC proposed that all nucl ear nedicine should be generally |icensed. The

concept was that a nucl ear nedicine applicant woul d use a check-off form
stating that requirements were understood and that the applicant nmet require-
nments for the use of radioactive material. The applicant also was to use a
check- of f sheet as proof of training, both for diagnostic and therapeutic
uses.

I nstead of experienced NRC |icense reviewers performng reviews of
applications, the applications would be checked by clerical staff to assure
that all itens of the fornms had been addressed. |f the forns were conplete
the clerical staff would type out the "standard |icense" on the spot. No
procedures were to be submitted. No docunentation of training was to be
submtted. No review was to be nade. Such a systemwould avoid delays in
processing applications and the tinme in which a license could be witten
which at tinmes was substantial since the NRC s nedical |icensing staff
consi sted of two individuals. The nenbers of the Part L conmittee and the ad
hoc comm ttee nmenbers expressed their concern and di sagreenment with this
radi cal departure fromcurrent |icensing practices. Mny representatives of
the states expressed disagreenent with the NRC s proposed changes.

The NRC held a hearing on the subject of the nuclear nedicine rule changes
and invited representatives of the states to offer comments before the
Conmmi ssion. WIIliam Spell of Louisiana addressed the concerns and objections
of the states.

One needs to understand the intensity of the debate that occurred on this
matter. Many states were strongly opposed to the concept and openly expressed
t hose concerns. Many of the NRC enpl oyees al so were extrenely opposed to the
concept. In fact, the NRC s entire nucl ear nmedicine licensing staff took
annual |eave to appear before the Conmi ssion in opposition to the concept.
Over a period of tinme, and in face of the opposition, a new approach to
i censi ng nucl ear nedicine was devel oped by the NRC

The NRC s next proposal was to continue basically the |icensing process as
it had been done in the past except that the applicant would not have to
submt any witten radiation safety procedures for reviewwth the applica-
tion. The idea was that the applicant was capable of, and would in fact,
develop witten procedures and that the procedures woul d be adequate. |nstead
of reviewi ng the procedures during the licensing review, the procedures would
be reviewed during inspections. The licensee also would have the flexibility
to change the procedures wthout review or concurrence by the NRC prior to
i mpl enenti ng the changes.

Agai n, many states expressed di sagreenent and concern over this new
concept. Concern was again expressed by the NRC staff. The NRC s Region I
Adm ni strator wote on March 11, 1986, "we do wish to point out that your
statenment, ‘with the exception of the Agreenent States, the flexibility
provi sion was wi dely endorsed’, is not totally accurate. W still prefer that
the regul ation not pernit medical prograns the freedom of nodifying their
procedures, since sone of themnmay not have the ability to performthe
required internal review and approval process."
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The NRC s Region | Adm ni strator expressed concern over another change by
stating, "W believe that the final revision to 10 CFR 35 represents a naj or
policy change regarding the | evel of supervision to be exercised by the
aut hori zed user. W are concerned that the |ack of specificity regarding the
expected duties of the supervisory physician makes enforcenent of the autho-
rized user condition neaningless if not inpossible."

Reverting back in tine for a nonent, the phrase, "radi oactive nateria
shall be used by (naned physician)", had been interpreted by NRC, in witing,
to nean the foll ow ng:

The |icensed nucl ear nedi ci ne physician (naned on the |Iicense) nust:

1. Sel ect each patient to receive radi oactive nmaterial by either
exam ning the patient hinmself/herself; reviewing the patient's
chart; or consulting with the referring physi cian,

2. Prescribe the isotope and dose to be admi ni stered and

3. Interpret the results of the study.

These responsibilities could not be del egated to other physicians who were not
licensed to practice nuclear nmedicine. This concept was changed to pernmt any
physi cian to order diagnostic nucl ear nedicine procedures on patients and to
enabl e any physician to interpret the results of the studies. Questions were
rai sed regardi ng the necessity of diagnostic nuclear mnedicine training

requi renents if any physician (with no nuclear nedicine training) could sel ect
patients and interpret results of studies. Despite several letters of

concern, Part 35 was published w thout specifically requiring the authorized
user to interpret the results of the study.

This led to even greater confusion regarding who is allowed to interpret
results. A March 30, 1990 letter to all Agreenent States (SP-90-63) stated
that "The interpretation of patient inages or data is considered to be within
the practice of nedicine and outside the scope of NRC regul ations." Al nost
exactly one year later, a March 1, 1991 letter to all Agreenent States
(SP-91-28) stated that "it is the licensee's responsibility to ensure that at
| east one interpretation of nuclear nedicine scans is perfornmed by an aut ho-
rized user or a physician under the supervision of an authorized user" and
failure to do so might result in a violation of 10 CFR 35.13(a) for failure to
supervise and 10 CFR 35.13(b) for use of radioactive nmaterial by an unautho-
rized individual

The concept of revising 10 CFR 35 was supported by the Agreenent States
and the NRC staff fromthe standpoint of incorporating |license conditions and
regul atory guides into the rules. D fferences of opinion that created heated
opposition were rai sed over proposed significant changes to the |icensing
process that had evol ved over the years.

During the devel opnent of revisions to 10 CFR 35, the CRCPD Part L
conmittee expanded its efforts in reviewi ng and commenting on the proposed
changes and attenpting to keep the Agreenent States apprised of significant
new proposal s and problens. The nenbership of the comm ttee changed as Bl azek
and Connel |l changed jobs. Paul Eastvold and Terry Frazee, Washi ngton, were
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added as nenbers. Steve Collins (now fromlllinois) also provided nuch
assistance to the conmttee. The work and effort of Lloyd Bolling of the NRC
was especi al ly hel pful

The NRC s newy revised 10 CFR 35 was published in the Federal Register on
Thursday, Cct. 16, 1986, with an effective date of April 1, 1987. The fina
version, although not totally endorsed by the Part L conmttee, was one that
significantly inproved the old Part 35 and could be used by the states with
m nor revisions.

In early 1987 the Executive Board of the Conference conbi ned the SSRCR
Conmittees for Part "G' (Use of Seal ed Radi oactive Sources in the Healing
Arts) and Part "L" (Nuclear Medicine). The resulting SSRCR "G L" Conmittee
prepared a "new' Part "G' based on the final 10 CFR 35 rule. The new Part "G
was sent to the Technical Review Committee of the Conference, which required
many style changes. Due to the lack of a "style nanual" for the SSRCRs, Part
"G' had been drafted using one of several styles found in the SSRCR at the
time.

In March 1988 the final draft Part "G' was sent to the states for review,
and in August 1989 was sent for federal concurrence. Additional changes were
required to gain NRC concurrence, but the new Part "G' was ready in early 1990
for Executive Board approval and was issued in the 8th Edition of the SSRCR

In the nmeantinme, the SSRCR "G L" Committee becane known as the SSR
G oup 6, "Use of Radioactive Material in the Healing Arts" (SR-6). In January
1990, Terry Frazee assuned the role of chair of SR 6. It was also at this
time that the first non-state regul ator becanme an advisor to the commttee.
A nunber of the new associ ate nmenbers of CRCPD becane advisors in the ensuing
years, bringing with themthe perspective of the regulated community. Their
i nsight into such issues as the ACNP/ SNM petition, the NRC basic quality
assurance program and use of Positron Em ssion Tonography (PET) hel ped nove
SR-6 toward favoring |l ess prescriptive regulation

The NRC proposed changes to Part 35 that included m sadm nistration
reporting and a requirenent that |icensees develop and submt a Quality
Managenent Plan (QW). The purpose of the QW was to reduce the nunber of
errors in admnistration of radi opharmaceuticals, although nedical profession-
als argued that the rate of error was already quite | ow, considering the
nunber of adm nistrations performed each year. A QWP devel opnent tineline is
shown in Table 1.

The SR-6 conmittee generally believed that the NRC s basic quality
assurance programwoul d nost likely fail to attain the NRC s goal of prevent-
ing errors, since nost m sadm nistrations seened to be caused by "human error"
rather than a systemproblem However, nenbers of SR-6 were actively involved
in the NRC s series of workshops involving Agreenent States and the public in
1990 and 1991 from whi ch energed the renaned Quality Managenent program At
the end of the Quality Managenent Wrkshop in San Mateo, California in
February 1991, the Agreenent State representatives, including several SR-6
nmenbers, advised NRC. 1) to republish the quality managenent rul e because of
t he substantial changes that had occurred since the public and regul at ed
community had last seen it; 2) to not nake the quality managenent rule a
matter of conpatibility since it dealt heavily with the practice of nedicine,
a state's right to regulate; and 3) if conpatibility had to be addressed, to
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place the rule in Division 3 to allowthe states to develop, or in some cases
to continue using, alternative paths to achi eve the sane goal .
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Dec. 1989
Jan. 16, 1990
Jan. 1990

March 14, 1990

July 23, 1990

Dec. 18-19, 1990
Feb. 7-8, 1991
July 25, 1991
Cct. 19, 1991
Jan. 25, 1992
Jan. 27, 1992
Feb. 5, 1992
May 12, 1992
June 26, 1992
Aug. 14, 1992
Jan. 21, 1994
Jan. 25, 1995

Tabl e 1.

Qual ity Managenent Program Tineline

Draft Regul atory Qui de,
for Medical Use."

"Basic Quality Assurance Program

Proposed rul e published in Federal Register

Letters sent from Brookhaven National Laboratory to |icens-
ees requesting participation in Pilot Program

NRC hel d public workshop

NRC wor kshop with ACNP and SNMto conpare QW and JCAHO
st andar ds.

NRC hel d public workshop (I1rving, TX)
NRC hel d public workshop (San Mateo, CA).
Final rule published in Federal Register, with an effective

date of January 27, 1992.

Reg. Quide 8.33 "Quality Managenent Progrant

Letter fromJanmes B. MacRae, Jr., OWB' s Acting Adninistra-
tor for the Ofice of Information and Regul atory Affairs to
James Taylor, NRC s EDO questioning NRC s need for the QU
rule and its burden on |icensees.

QW rule effective.

ACNP and SNM filed a brief
whi ch chal | enges the nedica

in their lawsuit agai nst NRC
qual ity rmanagenent rul e.
Oral argunents in lawsuit.

OMB i nforned NRC that OMB was di sapproving the information
collection request for the QW rule. This neant NRC coul d

not enforce the information collection requirenents of the
rule (including reporting of msadmnistrations) after this

date. However, licensees would still be required to col -

I ect and report for the period of tine Jan. 27 - June 26,
1992,

NRC Comm ssioners override OVB. This keeps the rule effec-
tive for three years. AAS letter (SP-92-136) indicates
that "if the Commission finds this rule, in whole or in
part, to be overly burdensone or ineffective, it wll

consi der nodifying or deleting portions of the rule.™

Conpatibility deadline (as per SP-92-136).

Conpatibility deadline (as per 56, No. 143,

p. 34118).

Fed. Reg. Vol.
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The SR-6 conmittee net in May 1991 at the Wchita, Kansas annual neeting
of the CRCPD. Major topics of discussion were NRC s quality nanagenent rul e
and changes in the msadministration rule, the use of PET and the need to
coordinate with SR-3 in evaluating the regulation of PET. Because of a short
comment period for the NRC s proposed changes to the m sadm nistration rule,
the conmttee prepared coments and submitted themon CRCPD letterhead while
at the annual neeting. This led to the devel opment of committee |etterhead
for all commttees and a procedure for gaining approval of the Executive Board
for any use of the CRCPD | etterhead.

In Septenber 1991, SR-6 held a joint neeting with SR-3 in Tanpa, Florida.
The neeting was devel oped around a visit to an operating PET facility and a
public hearing designed to educate commttee nmenbers on all aspects of PET
SR-6 nmenbers gained a greater appreciation for the simlarities to convention-
al nucl ear nedicine, and appropriate changes to Part "G' were drafted. As a
side note, interest on the part of the regulated community was kindled in the
CRCPD which resulted in many new associ ate nenbers.

The next neeting of SR-6 was in Olando, Florida in May 1992 when nore
changes to Part "G' were proposed. The patient release criteria, dose
calibrator requirenments, "noly breakthrough” frequency and other requirenents
were nodified to reflect nore of a performance (and | ess of a prescriptive)
requirenent. Al so, the training and experience requirenents for authorized
users were evaluated in light of the states' role in regulating the practice
of medicine. It was felt that the radiation control prograns should regul ate
the handling of radioactive material and | eave judgenents concerning who is
qualified to select patients and interpret results to the states' board of
nmedi ci ne and the professional associations. The comrittee al so discussed the
energi ng i ssue of the NRC regul ati on of nuclear pharmacies. In July 1992
several nenbers of SR-6 attended the NRC s Wrkshop on Medical Issues in
Atl anta, Ceorgia, where nucl ear pharmacy, doses to the public, and patient
rel ease criteria were discussed

The latest draft revision of Part "G', covering PET, authorized user
qualifications, the msadnmnistration rule change and quality nmanagenent was
sent for peer review in Cctober 1992. The Regul ati on Oversight Conmittee
(ROC) received the updated version in April 1993. Delays in the ROC revi ew
hel ped pronpt a change to the SSRCR review process. At one point the quality
managenent rule was renoved fromthe proposed revision because of the belief
that a lawsuit against it and political pressure would negate the rule, and
the conmttee did not want to put sonmething in place only to have to renove
it. In early 1994, the Executive Board specifically asked for the quality
managenment rule to be included so that nodel regulations would be in place by
the NRC s conpatibility deadline. The proposed revision of Part "G' was sent
to all radiation control progranms in April 1994,

In recent years, SR-6 has been of the opinion that some NRC requirenments
i ntrude upon the practice of nmedicine, and this usurps the states' right and
primary responsibility to regulate the public health and wel fare. The
conmittee believes the concept behind nany of these requirenents nmay have sone
validity, but the actual rules tend to be too prescriptive. In effect,
prescriptive rules renove a sense of responsibility fromthe regul ated
community as well as restrict innovation. The committee believes perfor-
mance- based rul es nake the licensee think through procedures and actions, and
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makes both |icensee and regul ator operate on health physics rather than
"bureaucratic" principles.

It appears that issues relating to nmedical uses will continue to require
significant attention for the foreseeable future, particularly in view of
actions being taken by the NRC as di scussed previously in this section.

In Iight of the 1992 and 1993 events, one night consider how the NRC woul d
view the nmedical situation today if the earlier proposal to generally license
nost nedi cal uses had gone into effect. It appears the work of the states and
some NRC staff had a salutary effect on this process.

B. Regul ation of Industrial Radi ography

I ndustrial radi ography, a subset of non-destructive testing (NDT), has
been perfornmed for many years. |In fact, early experinmenters with x-ray
radi ographed persons' hands and ot her body parts and coul d arguably have been
perform ng non-destructive testing.

I ndustrial radi ography utilizing x-ray and seal ed radi um sources has been
performed since the 1930s, but seal ed sources of by-product nmaterial have been
used conmercially since shortly after passage of the Atom c Energy Act of
1954, when the AEC rel eased by-product radionuclides for civilian use. Early
nmet hods of use woul d be consi dered sonmewhat prinitive by today's standards.
The "fishpole" technique is probably as rare today as sone of the flying
reptiles of days past. However, the persons who performthese tasks under
| ess than ideal conditions have not changed drastically.

This industry has experienced a significant nunber of serious overexpo-
sures, frequently to the extrenities of the individual doing the work. The
first industrial radi ography training manuals were produced in the |ate 1950s
by a professor at Louisiana State University under contract with the AEC
Thi s manual covered not only radiation safety but also the nethods of perform
ing industrial radiography. Many state and federal personnel have been
trained utilizing these nmanuals. In 1982, the NRC produced a safety manua
for ganma radi ography, NUREG BR- 0024, which contai ned graphic pictures of the
effects of large radiation doses to the fingers and hands and ot her parts of
the body. This book is widely used in training courses around the nation and
hel ps docunent what has happened, as well as to denonstrate what can happen if
safety procedures are not followed. It is significant to note that consider-
abl e expertise exists in the states to evaluate these types of exposure,
especially in the major oil and gas produci ng states where radi ography is
widely utilized. |In addition, the Cak Ridge REAC/ TS facility is available to
assi st in assessing the nedical inpacts to accident victinmns.

Horror stories of unsafe practices and attenpts (usually successful) to
thwart regul ati ons abound. However, regulators persisted in attenpting to
make the practice safer, and several innovative methods and nodifications to
equi prent to nmake devices "fail -safe" have conme about over the years. Sone of
the regul ators' experience with industrial radi ography have spilled over into
other areas and can be readily identified, e.g., certification of industria
radi ographers, oil and gas well-1ogging regul ati ons, and National Voluntary
Laboratory Accreditati on Program (NVLAP) approval for personnel dosinetry.
These initiatives had their origins, at least in part, with the Agreenent
States, sonetines with the support of federal regulators.
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In addition to relatively few fixed | ocation devices around the country
for industrial radiography, nost devices are self-contained and portabl e,
| eading to problens unique to this type of NDT. Large quantities of very
penetrating sources of radiation are generally used in relatively |ightweight,
shi el ded devices. The shielding itself has inproved over the years, changing
fromlead shielding to depleted uraniumshielding. This allowd nore porta-
bility of devices containing radiation sources with higher activities. Mre
source strength equated to shorter exposure tinme, which equated to increased
producti on and (possibly) greater profits. Hence, the pressure to do the job
qui ckly.

O note inthis regard is the variety of working conditions in which nost
i ndustrial radiography is practiced, fromthe swanps of south Louisiana and
Texas and backwoods in other |ocations, to offshore oil and gas exploration
platforns and so-called "lay barges" in the Qulf of Mexico where pipelines are
bei ng placed on the floor of the Gulf. At the height of oil and gas expl ora-
tion, radiographers were often required to work Iong hours in very unfavorabl e
conditions consisting of bad weather, nud, and cold in the wintertine.
O fshore, problens of close working quarters, high w nds, choppy seas, and
transfer fromone location to another by personnel baskets or knotted ropes
occasionally resulted in mshaps, including the accidental |oss of equipnent
into deep water with little hope of being retrieved. |In addition, in the
early days, because of |abor-managenent disputes, equi pment was deliberately
thrown overboard. Fortunately, this usually resulted in little or no danger
to anyone, now or in the future.

Wor ki ng conditions on |lay barges, where both x-ray and seal ed source
radi ography are performed, were a bit better as far as creature conforts were
concerned, but the close quarters and proximty of sleeping quarters to the
radi ography stations raised questions of potential excessive exposure to

personnel. In the late 1960s to early 1970s, Louisiana conducted a study of
several |ay barges and nmade reconmendations regardi ng the addition of shield-
ing to increase the protection of workers. 1In addition, this pointed up the

need for close coordination in a programfor the two nodalities of NDT which
are used.

Over the years, efforts to inprove the safety of radi ographic operations
have revol ved around safer devices, better training, adherence to regul ations,
and insistence on the proper use of survey neters. Virtually every investiga-
tion of an industrial radi ography incident has led to the inescapabl e concl u-
sion that if an operable survey neter had been properly used, there would have
been no acci dental over-exposure.

Since it was obvious that w thout nore extensive enforcenent, proper use
of survey neters by everyone was not going to be acconplished in the regul a-
tors' lifetinmes, efforts to inprove the safety of radi ography al so included
i mprovenents in personnel training and the design of so-called "fail-safe"
devices. Wiether or not such a device can ever be designed is a matter only
time can tell. No true fail-safe equipnent exists today. The proper use of
the survey neter renmains the nost reliable device. It nmay be that the quality
of radi ographic personnel is slowy inproving to the point where accidents
wi |l be reduced significantly.

In the begi nning, when AEC |icenses were converted to agreenent state
licenses, it becane apparent that there were too nany in-house training
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courses, especially in smaller conpanies. Sone states rescinded the authori -
zation and required observation by state inspectors of those which were
cont i nued.

Regar di ng personnel inprovenents, Louisiana noticed that nost of the
radi ati on accidents which occurred at tenporary jobsites in industria
radi ography invol ved persons who were not trained to be radi ographers but who
were either "assistant radi ographers” or "helpers,” the latter having even
| ess training than assistant radi ographers. |n 1980, Louisiana began to
require that two radi ographers be present at a tenporary jobsite and that only
radi ographers with several years of experience and a good safety record be
allowed to train others to becone radi ographers. This hel ped to assure that
only fully trained persons actually nmade radi ographi c exposures at tenporary
jobsites. A requirenent for two qualified workers at tenporary jobsites is
currently proposed by the NRC for the first tine. In addition, training
courses were nonitored by the state's regulators, and only certain individuals
who denonstrated conpetence were allowed to train others. These were included
as license conditions and formalized in regulations. Sone states have
followed suit, and a nunber of others are considering it. Additional training
for radi ographer assistants is now included in the NRC s proposed rul es.

| nprovenents in survey neters and personnel nonitoring have al so foll owed.
Survey neters have becone nore rugged and nore accurate, as well as snaller
and they may now include alarms. Personnel nonitoring is al nost exclusively
of the thernolum nescent variety instead of the early fil m badges.

One probl em observed by the states was that one never knew if the exposure
reported by the personnel dosinmetry supplier was accurate. 1In fact, two
badges fromdifferent conpanies, worn in the sane | ocation on several radio-
graphers in Louisiana, were observed to differ in exposure by as nmuch as an
order of nagnitude! Qher states, including Montana (a non-Agreenent State),
had simlar concerns. This finding was reported at a workshop at an annua
neeting of the Conference of Radiation Control ProgramDirectors in the early
1970s and a task force was fornmed to study the problem and nake reconmenda-
tions. The ultinmate outcone was the NVLAP certification program many years
later and ultimate adoption of regulations requiring the use of NVLAP-certi -
fied suppliers.

Anot her spin-off of industrial radiography which was initiated by the
states was the devel opnent of regulations for the well-logging industry. 1In
the m d-1960s, Louisiana worked out abandonnent procedures for well-1ogging
sources | odged down-hole. This included instructions for sealing the source
in place, placarding the wellhead, and notifying the state oil and gas
regul atory agency.

In addition, NRC and the states sought to regulate well-Ioggi ng much the
same as industrial radiography. Wth the seenmi ngly bad reputation of indus-
trial radiography haunting the well-1ogging industry, they felt that regul a-
tions pertinent to their industry were needed. The states agreed, and repre-
sentatives from Texas and Loui siana nmet in Austin. They took those parts of
the industrial radiography regul ations which were felt to be generic enough to
warrant retention, added some regul ati ons which were specific to the well -
| oggi ng i ndustry, and presented the package to the industry. After a year or
two of discussion with several state representatives, several federal agen-
cies, and industry representatives, the regul ati ons becane part of the
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Suggested State Regul ations for the Control of Radiation. Later, the NRC
adopt ed nost of these regulations with a few mnor changes.

In the late 1960s, Louisiana attenpted to gain support for the estab-
lishment of a testing programfor industrial radi ographers by proposing such a
program at an Agreenent States neeting. The concepts advanced i ncl uded
i ndi vidual responsibility and regul ati on of radi ographers, a nationw de
registry of qualified radi ographers, and a nethod of verifying training of
such individuals. This did not naterialize until nany years later. Again, in
the m d-1970s, the Louisiana programtook a close | ook at the regul ations for
i ndustrial radiography to evaluate the need for change. Meetings between
Texas and Loui siana were held to discuss possible changes to the radi ography
regulations. |In the late 1970s, Loui siana pronul gated regul ati ons whi ch
anong ot her things, renoved the assistant radi ographer classification,
required two-nman crews at tenporary jobsites, and gave the programthe
authority to begin testing radi ographers. Snmall conpanies that wanted to
provi de in-house training were authorized by a Iicense condition in which a
specific instructor was nanmed, and if that instructor left the conpany, the
aut hori zati on was no longer valid. A representative of Louisiana s program
attended the training courses to evaluate the training program before issuing
an amendnent to the |icense

The Loui si ana program began testing radi ographers on a limted basis in
1980 but soon learned that it was difficult to devel op an adequate test and
began to encourage the NRCto help in this area. 1In the early 1980s, the NRC
provided funds to the State of Texas to develop a test which could be used by
ot her states.

The idea of nationw de testing of industrial radiographers did not gain
Wi despread support until the 1980s, when the state of Texas devel oped an
ext ensi ve bank of test questions to adninister to prospective industrial
radi ographers. The effort received support and funding fromthe NRC. Later
NRC expanded this third-party independent testing to a certification concept.
Since the state of Texas wanted to ensure that the test was not conproni sed by
havi ng copies getting out of their control, the Conference of Radiation
Control ProgramDirectors, Inc., now brokers the test to other states for the
state of Texas. It has gained w despread support as a nechanismto assure
adequate fornmal safety training in the industry. Prior to this time, the only
nati onwi de testing programwas adm nistered by the Anerican Society for Non-
Destructive Testing (ASNT). This resulted in confusion, since an individua
had to be a "radi ographer"” before he or she could apply for certification by
ASNT. States deened it inadequate for their needs, since the ASNT Level I,
Il, and I'll certifications focused on conpetency to do the job, not radiation
safety. Now, ASNT offers the Texas examination in their safety certification
progr amns.

In addition to changes in regulations, the Louisiana program nmade i ndus-
trial radiography field inspections the nunber one priority and began i nspect-
i ng radi ography conpani es several tines a year in the field, in addition to an

annual office inspection. |In fact, an effort was made to inspect every
conpany once a quarter and every field crew at |east once a year. This type
of concentrated effort is difficult to sustain. 1In addition, Agreenent State

personnel, nost notably from Loui siana and Texas, have participated in many
i ndustry and NRGC-sponsored safety sem nars and training courses.
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Loui si ana began tracki ng reported overexposures in the 1970s but did not
keep a conputerized database until 1990. Qher states nmay be doi ng the sane,
but the experience in Louisiana has shown a steady and significant decrease in
overexposures in industrial radi ography. Reported overexposures in Louisiana
have declined from17 in 1990 to 11 in 1993. Equi prent has not changed
significantly during the period (e.g., no alarmng rate neters, automatic
| ocki ng devi ces, etc.).

The apparent inprovenent in safety is due, in part, to: clients having
nore concern for quality in every area (including safety) since quality
produces nore acceptable results; greater concern on the part of nanagers and
firns that the job be done right; client conpanies insisting that radi ograph-
ers working at their facilities have as nmuch safety training as is feasible;
and regul ators cracking down on training requirenents by issuing civil

penalties for the use of unqualified radi ographic personnel. 1In the late
1970s, the State of Louisiana assessed its first civil penalty in the anmount
of $5,000 to a conpany for using an unqualified radi ographer. It was |ater

reduced to $2,500, but it did succeed in attracting the attention of the
radi ography comunity.

Anot her contributing factor may be that there has been a slunp in oil and
gas exploration in recent years, providing these firnms an opportunity to
retain only the better enployees. Some think that the |argest contributing
factor is that radi ographers appear to be taking nore responsibility for their
own actions. The inpetus for this is being provided by novenent toward
certification cards, diligent inspection efforts, stiffer enforcenent by
regul atory agencies, and an increasing potential for the enployee to be
individually cited for violations and, perhaps, even fined.

There appears to be evidence, nationw de, that the nunber of excessive
exposures to operating personnel has, indeed, decreased over the past few
years. It is probably inpossible to identify a single reason for this trend
but nost likely, it is due to a conbination of all of the above efforts being
made on the part of many individuals, firns, and agencies.

To a casual observer, it would appear that state efforts have largely
concentrated on inprovenents in training radi ography personnel, inprovenents
in regulations, nore inspections, and proper use of survey neters, whereas the
NRC efforts seemto be nore concentrated on equi pnent design and perfornmance,
including fail-safe devices, alarmng rate nmeters, inproved connectors (based
on requi renments devel oped by Texas in the md 1980s), etc. The incorporation
of an American National Standards Institute (ANSI) standard into the NRC s
10 CFR 34 has resulted in the nost significant change regardi ng equi pnment
design and perfornmance. The cognizant ANSI conmittee consists mainly of
i ndustry representatives from Agreenent States.

The above is not to say that either group has excluded other efforts,
however. The result has been a noticeable i nprovenent in the radi ography
i ndustry over the years, although it is doubtful that such inprovenments will
ever conpletely preclude the type of excessive exposures that seemto pl ague
t he radi ography industry, but this should not hinder further efforts for
i mprovenent.

- 38-



C. Cenerally Licensed Devices

Ceneral licenses are those |licenses issued to an identifiable group of
persons for the use of radioactive material that does not require a specific
license, yet the use is not exenpt fromregulatory control. Specifically, the
degree of regulatory control is between that required of a specific |license
and an exenption. Some general licensees are typically identified by the
devi ce manufacturer providing regulatory agencies with the nanes of persons to
whom t hey have shi pped the device. GCeneral |icensees are not authorized to
manuf acture, distribute or repair devices or products. The actual genera
license (G) is incorporated into the regul ati ons, and everyone in the
identified group has the "general |icense." The degree of regulatory contro
varies with each G, and any restrictive conditions are contained in the
regulation for that G.. It is inportant to note that a general |icensee can
be inspected and, if in non-conpliance, is subject to all of the enforcenent
actions applicable to a specific Iicensee. The following sections identify
each G currently in effect as a federal regulation and by Agreenent States
wi t h equival ent regul ations.

1. 10 CFR 31.3. Certain Devices and Equi prrent

This general license authorizes the use of static elimnation devices and
ion-generating tubes. The GL limts the use to those devices and tubes which
are specifically manufactured for this G.. The G is extended to anyone who
uses such devices. The general |icensee may not transfer the radioactive
material to persons exenpt, nust nmaintain | abels, nmust confine use to the
manuf acturer's instructions, must file incident reports and transfers nust be
to a specific licensee or to a general licensee. Possession is limted to
500 microcuries of polonium 210 per static elinnator device or ion-generator
tube, and 50 millicuries of hydrogen-3 per ion-generator tube. North Carolina
feels there are sonme problens with this G, since the identity of users is not
known aut omati cally.

2. 10 CFR 31.5. Certain Measuring, Gauging or Controlling Devices

The original version of this GL was inplenented by the AEC in the early
1960s. This general license is currently the one nost utilized. The devices
may be used by commercial and industrial firns, research, educational and
medi cal institutions, individuals in the conduct of their business and
agencies at all levels of governnent. The G does not limt the anount of
radi oactive material that nmay be in a device. The quantity and isotope of
radi oactive material is limted by the specific manufacturing |icense.

Devi ces have been licensed for up to four curies of cesium137 and 20 curies
of tritium The G requires the user to follow the |abeled instructions and
the manufacturer's instructions. Leak tests are required for non-gas sources
as well as off-on tests, if such is a part of the device. Transfer nmay be
only to a specific licensee, or if in a fixed facility, to a successor
facility owner. Disposal is through a specific |icensee unless sufficient
decay has occurred. The nmanufacturer/distributor is required to report the
transfer of all devices quarterly to all regulators. Sonme Agreenent States
al so require the general |icensee to report the receipt of such devices within
10 to 30 days of receipt. Records of receipt, transfer, area surveys and
incidents are required. Al |abels nust be nmaintained in |legible condition
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The state of North Carolina always has had an active programfor 31.5 type
devices. |If the devices are authorized to be possessed under the states
equi val ent general license, the |licensee may choose to possess them under an
existing specific license, but all the conditions of that specific |icense
apply to the G. devices. |If this option is chosen, the |licensee is inspected
at the sane frequency as the rest of the license requires. Licensees possess-
i ng devices under the GL are inspected at four-year intervals unless they have
a | arge nunber of devices (about 25), when they are inspected at three-year
intervals. The North Carolina systeminvolves billing the general |icensee
for a fee on an annual basis, thereby aiding in the accountability of the
devices. Many other Agreenent States al so charge fees.

3. 10 CFR 31.6. General License to Install Devices CGenerally Licensed
in 8§ 31.5

As an admi nistrative convenience, this G. allows one regulatory jurisdic-
tion to recognize a |licensing docunent of another l|ike jurisdiction for
specific uses. The recognized uses are to install devices authorized by
§ 31.5.

4. 10 CFR 31.7. Lum nous Safety Devices for Use in Aircraft

Aircraft pass through many regul atory jurisdictions, and as an adm ni s-
trative convenience as well as for safety considerations, a GL is the effec-
tive way to control the use of these devices. This G authorizes the posses-
sion and use of lumnous "EXIT" signs on aircraft. As with all other Gs, the
devi ces nmust be manufactured pursuant to a specific license. The maxi num
aut horization limts under this G are 10 curies of hydrogen-3 and 300 mlli -
curies of promethium 147 per device. The general licensee is to report
i ncidents and maintain the records specified for the GL in § 31.4.

5. 10 CFR 31.8. Anericium?241 in the Formof Calibration Reference Sources

Anyone who has a specific license is expected to performcalibration of
radi ati on detectors or to standardi ze other sources. This G. automatically
provi des for such sources w thout an additional application. This G is
available only to specific license holders. The G. is limted to five mcro-
curies of americium24l1. The states have added radium 226 to this G.

6. 10 CFR 31.9. General License to Oan Byproduct (Radioactive)! Materi al

This G allows anyone to own byproduct (radioactive) material. It does
not authorize manufacture, receipt, transfer, production, possession, use,
i mport or export of radioactive material.

7. 10 CFR 31.10. Ceneral License for Strontium90 in |Ice Detection Devices

This GL is for anyone to possess, use, receive or transfer ice detectors
contai ning strontium 90. The naxi mum anount of radioactive material allowed
is 50 microcuries per device. Retention of |abels and reporting of incidents
are the requirenents for this G

4 The word ‘radi oactive' is included here since Agreenent States apply
this G to all radioactive nateri al
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10 CFR 31.11. Ceneral License for Use of Byproduct (Radioactive) Material
for Certain In-Vitro dinical or Laboratory Testing

Any physician, veterinarian, hospital or clinical |aboratory may use
i odi ne-131, iodine-125, carbon-14, hydrogen-3, iron-59, selenium75, and nock
i odi ne-125 for clinical testing. The GL requires registration with the
regul atory agency and limts the total possession to 200 microcuries.
Further, pursuant to the G., the naterial mnust be stored in the origina
shi ppi ng packages or their equivalent, and all transfers nmust be in unopened
containers to a specific |icensee or sonmeone authorized to utilize this G..

9. NOTE: 10 CFR 40.13. is an exenption even though it has regul atory
requi renents. The requirenents generally relate to concentrations
of source material in various products or the type of product in
which it is contained.

10. 10 CFR 40.21. Ceneral License to Receive Title to Source or Byproduct
Mat eri al

See 10 CFR 31.9 above.

11. 10 CFR 40.22. Snall Quantities of Source Materia

This general license is issued to the sane persons as listed in
10 CFR 31.5. above. It authorizes 15 pounds of source material to be trans-
ferred at atine to the general licensee with not nore than 150 pounds to be

transferred in a year. The G does not pernit the use of the source naterial
on or in humans. There are no reporting requirenents for this G.

12. 10 CFR 40.23. Ceneral License for Carriers of Transient Shipnents
of Natural Uranium Qther Than in the Formof Oe
or Ore Residue

This G inplenments the federal control of inports and exports; therefore,
it does not appear in the Agreenent States regulations. The GL is set to
assure the physical safeguarding of |arge shipnents of natural uranium

13. 10 CFR 40.25. GCeneral License for Use of Certain Industrial Products or
Devi ces

This GL is for source material for shielding or weights and is issued to
anyone. The GL is required to register with the regulatory agency. No
changes to the source naterial nmay be nade by the G.. Transfers nmay be nade
to either general or specific licensees if a copy of the GL and registration
formal so are provided

14. 10 CFR 40.26. Ceneral License for Possession and Storage of Byproduct
Material as Defined in Part 40

This GL allows the m Il tailings and solution wastes to be stored wi thout
anendi ng a specific license. There is no quantity limt other than the
specific license limt. The G allows storage and necessary transport in
aut hori zed contai nment areas. The GL ternminates with the expiration or
termnation of the specific |Iicense or when the specific license is renewed
with financial assurances.

-41-



15. 10 CFR 40.27. Ceneral License for Custody and Long-Term Care of
Resi dual Radi oactive Material Disposal Sites

This GL is for any site for which the NRC has accepted a long term
surveillance plan for a disposal site under Title I of UMIRCA. This is to
allow for the orderly transfer froma Title | site to a long-termcare

provi der (DCE).

16. 10 CFR 40.28. Ceneral License for Custody and Long-Term Care of
Urani um or Thorium Byproduct Materials Disposal Sites

Simlar to 10 CFR 40.27 for Title Il UMIRCA sites, although a state nmay be
t he provider of |ong-termcare.

17. 10 CFR 150.20. Recognition of Agreenent State Licenses

This general license is supportive of interstate conmrerce and admi ni s-
tratively allows the recognition of another agency's |license. The G requires
prior notice to the jurisdiction receiving the material and the possession by
the G. of a specific license that does not Iimt the |ocation of use of
radi oactive material. The |licensee nust also maintain radiation-related
records in the jurisdiction that issued the specific |icense being recognized.

18. Problens Associated with General Licenses

A nunber of concerns have been raised by the Agreenent States and ot hers
over the years, particularly as related to the 31.5 G.. Most probl ens
associ ated with radi oactive nmaterials possessed and used under a genera
i cense have been identified with this particular G.

Sone of the problens identified were:

a. I mproper transfers fromone general |icensee to another genera
i censee.

b. Failure of the nmanufacturer/distributor to provide a contact name for
t he general I|icensee.

C. Sonme concern that all transfers were not being reported.

d. The sale of a facility to another conpany with no accountability for

t he devi ces.

e. Failure to nmaintain |abels and perform function and | eak tests.
This is particularly a problemin industries in which corrosive
at nospheres are present.

f. Concern over generally licensed devices (sources) appearing in scrap
nmet al .

As a result of these identified problens, sone changes were nade in 1984 to
the general |icense. These were:

a. Aut hori zation for general |icensee to general licensee transfers for
sone devi ces.
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b. Requi renent that the nane of a contact be included in the reports
provided to the regul atory agencies, and the requirenent for a
negative report when no devi ces were transferred.

C. Specific authorization for the transfer to the new owners of a
manuf acturing plant of any fixed devices.

At approxi mately the sane tine, several states (Texas, South Carolina,
North Carolina, Florida) began to identify other possible problens. These
wer e:

a. I nadequat e awar eness of general |icensees that they possessed radio-
active material .

b. The use of large (>500 mllicuries) gamma sources such as cesium 137
in GL devices.

C. The installation of alpha-enitting devices in severe environments.
d. The failure to provide copies of the GL to the recipients.
e. The failure of the nmanufacturer to notify the regul atory agenci es of

desi gn changes.

The NRC also identified the severe environnent probl emwhen several 3M
Conpany devi ces were found to be | eaking. The nmanufacturer had nodified the
sources wi thout the approval of the NRC

South Carolina and Florida had reported questions regarding the use of
static elimnators on food production lines, and Florida rai sed questions
regarding their use in the phosphate industry. Texas and Florida raised
questions regarding the use of |arge gamma sources. These sources were being
used on | arge vessel s where nai ntenance personnel were worki ng. Concern was
expressed about the adequacy of the safety prograns at facilities that m ght
never have been inspected. During the late 1980s, the NRC attenpted to
contact a group of Gs. A significant nunber could not be |ocated or indicat-
ed that they were unaware they possessed a radioactive source. Severa
states, including A abama and Florida, also inspected their GL.s. The results
varied with the degree of regulatory involvenent. Awareness by the G was
higher in a state that required the reporting by the G within 10 days of
receiving the radioactive material. The |onger a source was possessed by a
G, the less likely that nmanagenment was aware they possessed the radi oactive
mat eri al

A recent problemidentified by Tennessee was the nounting of a G. device
on a barge. The barge worked in several states, then was scrapped; the scrap
ended up in Tennessee. Louisiana and Al abana al so were involved. Al abana
also has identified at | east one truck-nmounted G. device that has worked in
several jurisdictions. The nobile use of this G has raised nany questions of
the legitimacy of the practice. After Illinois became an agreenent state, it
di scovered that the NRC database of G.'s was not current. A series of mail-
out survey questionnaires resulted in elimnation of nore than two-thirds of
the G.s. There is no reasonabl e way of determ ning what happened to the
radi oactive material formerly possessed by these Gs.
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Suggestions to inmprove this G include:
a. Tel ephone or mail contact with the G. at | east once every five years.

b. I nspecting at | east ten percent of the G.s that do not al so have a
specific license.

C. Pl aci ng nore responsibility on the manufacturer for accountability of
devi ces.

There has been sone di scussion within the NRC that the exenptions and G.s
in 10 CFR 40 (source material) need a conprehensive revision and possible
nodi fications. |In Cctober 1992, the NRC published NUREG CR-5881 titled, "An
Exam nati on of Source Material Requirenents Contained in 10 CFR Part 40."
That docunent presents sonme of the major issues to be considered in any such
revision. On Cct. 28, 1992, the NRC published an Advance Notice of Proposed
Rul emaki ng on this subject.

D.  Uraniuni Thorium M 1| Regul ation

The regul ation of uraniumand thoriummnills originally canme under the

unbrella of source material |icenses. Thus, when any state entered into a
section 274 agreenent with the AEC, the state assuned authority over these
facilities along with other source material licenses of nore Iimted scope.

No specific regul ations addressed mlls as a class, although the AEC had a few
nodest gui des and had one engi neer on staff who eval uated the structura
aspects of tailings inmpoundnents.

Even t hough sone states, notably Col orado, had rai sed concerns about
potential hazards frommll tailings and, indeed, Congressional hearings had
been held on the subject, the issue did not receive high priority at the
federal level until the late 1970s.' The AEC position was that, although the
AEC coul d exert control over all aspects of the m Il during operations, no
regul atory control could be exerted over tailings after term nation of a
license. This was because the principal hazard canme fromradi um which was a
natural ly occurring radioactive material and not subject to the Atom c Energy
Act, and the concentration of source material (uraniun) in the tailings was
| ess than 0.05 percent by weight, which was the cutoff for |icensing.

Due to increasing concern about the environnmental inpacts and pressure
fromenvironnmental groups (particularly the Natural Resources Defense Coun-
cil), Congress enacted the Uranium M Il Tailings Radiation Control Act of 1978
(UMIRCA, P.L. 95-604) that established a nunmber of new requirenents for these
facilities. The U S. Departnment of Energy (DOE) had subnitted the proposed
legislation in April 1978. Title I of UMIRCA included provisions for recl ama-
tion of non-conmercial facilities that were to be carried out by the DCE.
Title Il of the Act gave the NRC regulatory authority over nmill tailings in
the conmercial sector. The NRC interpreted UMIRCA s definition of byproduct
material to include above-ground wastes fromin-situ extraction operations and

15 By letter dated July 27, 1970 fromthe U S. Surgeon General to
Dr. R L. Ueere, Colorado Departnent of Health, exposure guidelines applica-
ble to cleanup of hones constructed with or on uraniummll tailings were
provided to the state.
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uraniumand thoriumtailings. The new requirenents of UMIRCA woul d not take
effect in Agreenent States until 1981. |In the interim the NRC issued genera
licenses in these states to |icensees that were involved in activities that
gener ated byproduct material. These licenses were valid until Nov. 8, 1981
three years after the effective date of UMIRCA. The National Environnental
Policy Act of 1969 (NEPA) was the standard the NRC used when reviewing mlling
licenses. This required federal agencies to prepare an environnental inpact
statenment (EI'S) considering environnental consequences of any major action
that could have a significant effect on the environnent.

The NRC prepared a Generic Environnmental |npact Statenent (GEI'S) address-
ing the issue. The purpose of the CGEIS was to assess the nature and extent of
the environnental inpacts of conventional uraniummlling in the United
States, provide information that woul d support new regul atory requirenents for
this industry and support any rule change that m ght be deenmed necessary. The
Agreenent States with mlls could continue regulating themuntil Nov. 8, 1981
(a date which was | ater extended), but had to adopt the new regul atory
requi renents and generally upgrade their prograns by adding nore staff,
obt ai ni ng new equi pnent and adopti ng new procedures. The NRC published new
criteria for those states desiring to enter into amended agreenents for mll
and tailings regulation on Jan. 23, 1981. The NRC provi ded assistance to
Agreenent States in perform ng environmental reviews for proposed mll I|icen-
sing actions until 1981. UMIRCA required that after 1981 the Agreenent State
nmust perform environnental inpact analyses that nmust include inpacts to public
health and safety, inpacts to waterways and ground water and consi der any
| ong-terminpacts such as decomni ssi oni ng, decontam nati on and recl anmati on

Prior to UMIRCA, there were no requirenents pertaining to site ownership.
UMIRCA states that before termnating any license, title to the land used for
the disposal of tailings shall be transferred to the United States or to the
state in which the land is located. This requirenment could be waived if the
NRC determines, prior to license termnation, that the transfer is not
necessary to protect public health and safety. The ultimte custodi an of the
property shall nmaintain the land in such a manner as to protect public health
and safety as well as the environnent.

UMIRCA al so added section 275 to the Atom c Energy Act. This section
granted authority to the Environnental Protection Agency (EPA) to establish
standards (40 CFR 190 and 192) of "general application," covering both radio-
| ogi cal and other hazards frommnill tailings |located at active mll sites.
The NRC or Agreenent State was responsible for enforcing these standards.

In Part 190, pronulgated in January 1977, the EPA established a dose linit
of 25 mlliremper year to the general public fromactive uraniumfuel- cycle
operations. Part 192, adopted in Cctober 1983, required stabilization of
tailings so that associated health hazards could be controlled, preferably for
1,000 years and, in any case, for 200 years. It required that disposal piles
be designed to |limt radon rel eases to 20 picocuries per square neter per
second, averaged over the surface of the disposed tailings. Part 192 required
that nmeasures be taken to limt the rel ease of hazardous material, including
radi oactive material, fromtailings into ground and surface water. These
nmeasures included liner installation in new inpoundnents and corrective
actions to restore contam nated ground water.
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In response to the Cean Air Act, the EPA pronul gated additional standards
in 40 CFR 61 to ensure that tailings piles would be closed in a tinmely manner
It requires that once a tailings pile or inpoundnment ceases to be operational
it must be closed and brought into conpliance with the standard within two
years of the effective date of the standard (by Dec. 15, 1991) or within two
years after it ceases to be operational, whichever is later. It also requires
subm ssion of a tailings closure plan and a final test of the barrier at a
facility to deternine conpliance with radon flux emission limts. This rule
becane effective Jan. 14, 1994,

When UMIRCA was passed in 1978, there were four Agreenent States regul at-
ing mlls - Colorado, New Mexico, Texas and Washi ngton. However, there was
the potential for mlling activities in other Agreenment States such as
Arizona, California and Oregon. Section 207 of UMIRCA provi ded $500,000 in
grant noney to assist the Agreenment States in upgrading their regulatory
prograns. The larger grants were given to Col orado, New Mexico, Texas and
Washi ngton, but nobdest grants were provided to several other Agreenent States.
Eventual | y Washi ngton, Texas and Col orado entered i nto anmended agreenents wth
the NRC on Feb. 19, 1982, March 24, 1982 and April 20, 1982 respectively. As
noted earlier in this report, New Mexico relinquished this authority back to
the NRC on June 1, 1986.

No ot her Agreenent State pursued an anmended agreenent to a final stage
except Illinois. The only commercial thoriumfacility in the United States
was |l ocated in Wst Chicago, Illinois. Athough the facility ceased opera-
tions in 1973, it has not yet been closed out. Even though the NRC recognized
that the on-site material was section 11.e(2) byproduct material (tailings),
it never regulated this material in the same manner as sinmlar facilities in
the western United States. Illinois obtained an anended agreenent on Nov. 1
1990 to regulate mll tailings facilities. As this report is being witten
the facility currently has a pending application with Illinois to decomm ssion
and close out the facility. Initial shipnments of material to Envirocare began
